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ACTI ON: Noti ce.

SUWARY: The Food and Drug Adm nistration (FDA) is: (1) Announcing the
availability of a guidance entitled " Guidance on the Recognition and
Use of Consensus Standards,'' the purpose of which is to provide

gui dance to industry and reviewers within the Center for Devices and
Radi ol ogi cal Health (CDRH) on the use of recognized consensus
standards, including declarations of conformty to the standards,
during the evaluation of premarket subm ssions for nedical devices; (2)
publishing the initial list of standards that will be recogni zed for
use in the premarket review process; and (3) announcing the agency's
policy on updating the list of recognized standards. This gui dance will
assi st manufacturers who elect to declare conformty w th consensus
standards to neet all or part of nedical device review requirenents.

DATES: This guidance is effective on February 19, 1998; however,
witten coments concerning this guidance may be submitted at any tine.


http://www.fda.gov/cdrh/modact/k982.html
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ADDRESSES: Witten conments concerning this gui dance nust be subnitted
to the first contact person |isted below. Coments should be identified
with the docket nunber found in brackets in the heading of this
docunment. Subnmit witten requests for single copies of "~ Recognition
and Use of Consensus Standards'' to the Division of Small Mnufacturers
Assi stance (DSMA), Center for Devices and Radi ol ogi cal Health (HFZ-
220), Food and Drug Adm nistration, 1350 Piccard Dr., Rockville, M
20850. Send two sel f-addressed adhesive |abels to assist that office in
processi ng your request, or fax your request to 301-443-8818. See the
SUPPLEMENTARY | NFORVATI ON section for el ectronic access to the

gui dance. Thi s gui dance docunment may al so be accessed via the Internet
at FDA's web site " http://ww.fda.gov/cdrh''.

FOR FURTHER | NFORVATI ON CONTACT

To comment on this guidance: Melvyn R Altnman, Associate Director
for Standards Policy, enter for Devices and Radi ol ogi cal Health (HFZ-
101),
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Food and Drug Administration, 9200 Corporate Blvd., Rockville, M
20850, 301-594-4766, ext. 103.

To recommend addi ti onal standards for recognition:

Janmes J. McCue, Director, Standards Program Coordination Staff,
enter for Devices and Radi ol ogi cal Health (HFZ-101), Food and Drug
Admi ni stration, 9200 Corporate Blvd., Rockville, MD 20850, 301-594-
4766, ext. 137.

SUPPLEMENTARY | NFORVATI ON
| . Background

Many donestic and international consensus standards address
rel evant aspects of safety and/or effectiveness of nedical devices.
Many of these consensus standards have been devel oped with the
participation of FDA staff. Section 204 of the Food and Drug
Admi ni strati on Mdernization Act of 1997, Pub. L. 105-115, 111 Stat.
2296 (1997) (FDAMA) anends section 514 of the Federal Food, Drug, and
Cosnetic Act (the act) (21 U . S. C. 360d), allow ng the agency to
recogni ze consensus standards established by international and nationa
st andar ds devel oprment organi zations that may be used to satisfy
identified portions of device review requirenments. This notice
announces the availability of a guidance docunent entitled " Gui dance
on the Recognition and Use of Consensus Standards,'' which describes
how FDA wi || inplement that part of the FDANVA

The agency has adopted Good CGui dance Practices (G&' s), which set



forth the agency's policies and procedures for the devel opnent,

i ssuance, and use of gui dance docunents (62 FR 8961, February 27,
1997). Although " Quidance on the Recognition and Use of Consensus
Standards'' is Level 1 guidance under the GG s, this guidance will
becone effective upon issuance. Under the GG s the agency may el ect
not to solicit public conment prior to inplenentation when there is a
new statutory requirenment * * * that requires imedi ate inplenentation
and gui dance is needed to help effect such inplenentation'' (62 FR 8961
at 8968). However, comrents may be submitted at any tinme by interested
parties, and these comments will be considered in any future revisions
to the gui dance.

Thi s gui dance docunent nmay contain collections of information that
requi re OMB cl earance under the Paperwork Reduction Act of 1995. FDA
wi |l seek such approval and provide an opportunity for conment, as
appropri ate.

1. Use of Recogni zed Standards

A person required to submt a premarket application (i.e.,
Premar ket Notification (510(k)), Investigational Device Exenptions
application (I1DE), Prenmarket Approval application (PMA), Humanitarian
Devi ce Exenption application (HDE), or Product Devel opnent Protocol
(PDP)) nust provide information as required by the statute and
regul ations to allow FDA to make an appropriate deci sion regarding the
cl earance or approval of the submi ssion. This gui dance docunent
descri bes how FDA will recogni ze consensus standards and use
conformance with recogni zed standards to satisfy review requirenents.
It does not affect FDA's ability to obtain any information authorized
by the statute or regul ations. Use of consensus standards in this
manner is authorized by section 514 of the act, as anmended by FDAMA.
FDA believes that conformance with applicable recogni zed consensus
standards can provi de a reasonabl e assurance of safety and/or
ef fectiveness for nany devices. Therefore, information subnmtted on
conformance with such standards will have a direct bearing on
deterninati ons of safety and effectiveness nmade during the revi ew of
IDE's, HDE's, PMA's, and PDP's. In case of 510(k)s, information on
conformance with recogni zed consensus standards nmay hel p establish the
substanti al equival ence of a new device to a legally marketed predicate
device. This information can serve as a surrogate for conparative
information to show that the new device is as safe and effective as the
predicate in the areas covered by the standards. Moreover, if a
premar ket subni ssion contains a declaration of conformty to recognized
consensus standards, this will, in nost cases, elimnate the need to
review actual test data for those aspects of the device addressed by
the standards. The content of a declaration of conformty is described
in the guidance docunent and is consistent with the |1SO | EC Guide 22.
Conformance with recogni zed consensus standards in and of itself,



however, nmay not always be a sufficient basis for regul atory deci sions.
For exanple, a specific device may raise a safety or effectiveness

i ssue not addressed by any standard, or a specific FDA regul ation may
require additional information beyond that which conformty to the
recogni zed consensus standards provides. Under such circunstances,
conformty with recogni zed standards will not satisfy all requirenments
for marketing, or investigating, the product in the United States.

The gui dance docunent, "~ Guidance on the Recognition and Use of
Consensus Standards'', represents the agency's current thinking on the
use of recogni zed consensus standards for medical devices. It does not
create or confer any rights for or on any person and does not operate
to bind FDA or the public. An alternative approach may be used if such
approach satisfies the requirenents of the applicable statute,
regul ati ons, or both.

I1l. List of Recognized Standards

The initial list of consensus standards to be recognized for use in
premarket review is presented at the end of this docunment. This list is
al so mai ntained on the FDA web site "~ http://ww.fda.gov/cdrh''. Al so

posted on the web site are supplemental data sheets for each recognized
standard. These data sheets |list the address(es) where the standard can
be obtained, information on any linmtations to the application of the
standard in nedical device review, and a |list of devices for which

decl arations of confornmity with the recognized standard will be

routi nely accepted by agency reviewers. In addition to these docunents,
the web site contains answers to frequently asked questions regarding

t he use of recogni zed standards.

I V. Recommendation of Standards for Recognition by FDA

Modi fications to the Iist of recognized consensus standards rel ated
to nmedi cal devices will be announced in the Federal Register at |east
once a year, or nore often if necessary. FDA intends that the next
revision to the list of recognized standards will include standards to
be recogni zed by the Center for Biologics Evaluation and Research as
wel | as by CDRH

Any person may reconmend consensus standards as candi dates for
recogni ti on under new paragraph of section 514 of the act,
by submitting such recormendations, with justification, to the address
identified at the beginning of this docunment. To be properly
consi dered, such recommendations should contain at a m nimumthe
following information: (1) Title of the standard, (2) any reference
nunber and date, (3) name and address of the nationally or
internationally recogni zed standards devel opnent organi zation, (4) a
proposed |ist of devices for which a declaration of confornity should
routinely apply, and (5) a brief identification of the testing or



performance or other characteristics of
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t he device(s) that would be addressed by a declaration of conformty.

Qpportunity to Recommend Standards for CDRH Recognition

V. El ectronic Access

In order to receive the gui dance docunent "~ Recognition and Use of
Consensus Standards,'' via your fax machine, call the CDRH Facts-On-
Denmand (FOD) system at 800-899-0381 or 301-827-0111 from a touch-tone
t el ephone. At the first voice pronpt press 1 to access DSMA Facts, at
t he second voi ce pronpt press 2, and then enter the docunent nunber
321, followed by the pound sign (#). Then follow the remaining voice
pronpts to conplete your request. Persons interested in obtaining a
copy of the guidance may al so do so by using the Wrld Wde Wb (WW.
CDRH nmi ntains an entry on the WWVfor easy access to informtion
including text, graphics, and files that may be downl oaded to a
personal conputer with access to the Web. Updated on a regul ar basis,
t he CDRH Honme Page incl udes the gui dance Document ~° Gui dance on the
Recogni tion and Use of Consensus Standards'', as well as the list of
recogni zed standards and details on their application and informtion
on obtai ning copi es. The CDRH hone page nmay be accessed at " “http://
www. f da. gov/ cdrh' ' .

A text-only version of the CDRH Wb site is also available froma
conputer or VT-100 conpatible term nal by dialing 800-222-0185
(termnal settings are 8/1/N). Once the nodem answers, press Enter
several times and then select nenu choice 1: FDA Bulletin Board
Service. Fromthere follow instructions for logging in, and at the BBS
TOPI CS PAGE, arrow down to the FDA home page (do not select the first
CDRH entry). Then sel ect Medical Devices and Radi ol ogical Health. From
there select Center for Devices and Radi ol ogical Health for general
i nformation, or arrow down for specific topics.

VI. Conmments

I nterested persons nay, at any tinme, subnit to the contact person
listed above witten comments regardi ng the gui dance. Two copi es of any
comments are to be submtted, except that individuals may submt one
copy. Comrents are to be identified with the docket nunber found in
brackets in the heading of this docunment. Received comments wll be
consi dered in determ ning whether to anmend the current gui dance.


http://www.fda.gov/cdrh/modact/oppstand.html

Nanme of standards
Title of standard Ref erence nunber and date devel opnent

1 Bi ol ogi cal Eval uation of ANSI / AAM /1 SO 10993-1 Associ ation for the
Medi cal Devi ces--Part 1: Advancement of Medi cal
Gui dance on Sel ection of I nstrument ati on.
Tests--First Edition.

2 Medi cal Electrical | EC 60601-1 I nt er nati onal
Equi pnent - - Part 1: El ectrot echni cal
General Requirenments for Conmi ssion (I EC).
Safety.\1\.

K Bi ol ogi cal Eval uation of | SO 10993-1 I nt er nati onal
Medi cal Devices--Part 1: Organi zation for
Qui dance on Sel ection of St andardi zation (1 SO .

Tests--First Edition
(Corrigendum 1-1992) (CEN
EN 30993-1:1994).

1. How t o Define, Determ ne C28- A (1995) Nat i onal Conmittee for
and Utilize Reference Cinical Laboratory
Intervals in the St andar ds (NCCLS) .

Clinical Laboratory;
Approved Cuideline.
2 Met hod Conpari son and EP9- A (1995) NCCLS.
Bi as Estimation Using
Pati ent Sanpl es;
Approved Cuideline.
1 Assessnent of the GP- 10- A (1995) NCCLS.
Clinical Accuracy of
Laboratory Tests Using
Recei ver Operating
Characteristic (ROC)
Pl ots; Approved
Qui del i ne.
4. Label i ng of Home-Use In GP14- A (1996) NCCLS.
Vitro Testing Products;
Approved Gui del i ne.
S Procedures for the H18- A (1990) NCCLS.
Handl i ng and Processi ng
of Bl ood Speci nens;
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Approved Cuidelines.

6. ... Specifications for | LA18- A (1994) NCCLS.
I mmunol ogi cal Testing
for Infectious D seases;
Approved Cuideline.

T Assessing the Quality of LAl - A2 (1994) NCCLS.
Radi oi nmunassay Systens--
Second Edition; Approved.

8. Performance Standards for M-A6 (1997) NCCLS.
Antim crobial D sk
Susceptibility Tests--
Si xth Edition; Approved
St andar d.

S Met hods for Antimcrobial ML1-A3 (1993) NCCLS.
Susceptibility Testing
of Anaerobic Bacteria--
Third Edition; Approved
St andar d.

100 ... Devel opnent of In Vitro M23A NCCLS.
Susceptibility Testing
Criteria and Quality
Control Paraneters.

B Mol ecul ar Di agnostic MVB- (1995) NCCLS.
Met hods for Infectious
Di seases; Approved

Gui del i ne.
OB- GYN Gast r oent er ol ogy
1o Henodi al ysis Systens..... ANS| / AAM  RD5- 1992 Associ ation for the
Advancement of Medi cal
I nstrument ati on
(AAM)
2. St andard Per formance ASTM D3492- 96 Aneri can Society for
Speci fications for Testing and Materials
Rubber Contraceptives (ASTM) .
(Mal e Condon).
K St andard Performance ASTM F623- 89 ASTM
Specifications for Foley
Cat heters.
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Opht hal i ¢
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1 Optics and Opti cal | SO 9338: 1996 I nt er nati onal

I nstrument s- - Cont act Organi zation for
Lenses--Determ nation of St andar di zation (1 SO).
the D aneters.

2. Optics and Opti cal | SO 9339-1: 1996 | SO

I nt runent s- - Cont act
Lenses--Det erm nati on of
t he Thi ckness--Part 1:
Ri gi d Contact Lenses.
P Optics and Opti cal | SO 9340: 1996 | SO.
I nt runent s- - Cont act
Lenses- - Det erm nati on of
Strains for Rigid
Cont act Lenses.
A4, Optics and Opti cal | SO 9341: 1996 | SO
I nt runent s- - Cont act
Lenses--Determ nati on of
| ncl usi ons and Surface
| nperfections for Rigid
Cont act Lens.
S Optics and Opti cal | SO 9363-1: 1994 I SO
I nt runent s- - Cont act
Lenses--Det erm nati on of
Cytotoxicity of Contact
Lens Material--Part 1:
Agar Overlay Test and
G owth Inhibition Test.
6. ... Optics and Opti cal | SO 9394: 1994 | SO
I nt runent s- - Cont act
Lenses--Det erm nati on of
Bi ol ogi cal Conpatibility
of Contact Lens
Mat eri al --Testing of the
Cont act Lens System by
Ccul ar Study with Rabbit
Eyes.
T Optics and Opti cal | SO 9913-1: 1996 | SO
I nt runent s- - Cont act
Lenses- - Det erm nati on of
Oxygen Perneability and
Transmissibility with
t he FATT Met hod.
8. . Optics and Opti cal | SO 10338: 1996 | SO
I nt runent s- - Cont act
Lenses--Det erm nati on of
Cur vat ure.



9. Optics and Opti cal | SO 10339: 1997 I SO.
I nt runent s- - Cont act
Lenses- - Det erm nati on of
Wat er Content of
Hydr ogel Lenses.
10, ... Optics and Opti cal | SO 10340: 1995 | SO
I nt runent s- - Cont act
Lenses- - Met hod for
Det erm ni ng t he
Extract abl e Subst ances.
5 Optics and Opti cal | SO 10344: 1996 | SO
I nt runent s- - Cont act
Lenses--Sal i ne Sol ution
for Contact Lens Testing.
12, ... Optics and Opti cal | SO 11980: 1997 | SO
I nt runent s- - Cont act
Lenses and Cont act Lens
Care Products-- Gui dance
for dinical
I nvesti gati ons.

o St andard Specifications ASTM F67- 95 Aneri can Society for
for Unall oyed Titanium Testing and Materials
for Surgical |nplant (ASTM
Appl i cations.

2 St andard Specifications ASTM F75-92 ASTM

for Cast Cobalt-Chrom um
Mol ybdenum Al l oy for
Surgi cal | npl ant
Appl i cati ons.
T Standard Practice for ASTM F86- 91 ASTM
Surface Preparation and
Mar ki ng of Metallic
Surgical Inplants.
A4, St andard Specification ASTM F90- 96 ASTM
for Wought Cobalt-20
Chromi um 15 Tungsten-10
Ni ckel Alloy for
Sur gi cal | npl ant
Aplications (UNS R30605).
S St andard Specification ASTM F136- 96 ASTM
for Wought Titanium6
Al um num 4 Vanadi um ELI
(Extra Low Interstitial)


http://www.fda.gov/cdrh/modact/orthost.html

Al'l oy (R56401) for
Surgi cal | npl ant
Appl i cations.

6. . St andard Specification
for Stainless Steel Bar
and Wre for Surgical
| npl ants ( Speci al
Quality).

T St andard Specification
for Wought-18 Chrom um
14 Nickel -2.5 Ml ybdenum
St ai nl ess Sheet and
Strip for Surgical
| npl ants (UNS S31673).

8. . St andard Specification
for Fixation Pins and
Wres.

9. St andard Specification

for Unal |l oyed Tantal um
for Surgical |nplant
Appl i cations.

100 ..o Standard Practice for
Anal ysis of Retrieved
Metallic Orthopaedic
| mpl ant s.

11, ... W ought Cobal t-35 Ni ckel -
20 Chrom um 10
Mol ybdenum Al l oy for
Surgi cal | nplant
Appl i cati ons.

12 ... . Standard Practice for
Care and Handling of
Ot hopaedi c | npl ants and
I nstrunments.

13, . Standard Practice for
Fl uorescent Penetrant
I nspection of Metallic
Surgical Inplants.
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I St andard Specification
for H gh-Purity Dense
Al um num Oxi de for
Surgical Inplants.

15, ... . St andard Specification

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

F138-92

F-139-96

F366- 82(r 1993)

F560- 92

F561- 87

F562- 95

F565

F601- 86(1992)

F603

F604

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM



Classifications for
Silicone Elastomers Used
in Medical Applications.

16. ... .. .. ... St andard Specification
for Titani um 6Al1-4V El11
Al'l oy Forgings for
Sur gi cal .

17, .. St andard Specification
for Stainless Steel
For gi ngs for Surgical
| mpl ant s.

18. ... Standard Practice for
Radi ogr aphy of Cast
Metal lic Surgical
| mpl ant s.

19. ... St andard Specification
for Utra-H gh- Ml ecul ar-
Wi ght Pol yet hyl ene
Powder and Fabri cat ed
Form for Surgical
| mpl ant s.

20 ... St andard Specification
for Wought Cobalt-35
Ni ckel -20 Chrom um 10
Mol ybdenum Al | oy Pl at e,
Sheet, and Foil for
Surgical |nplants.

21, . St andard Specification
for 18 Chromum-12.5
Mol ybdenum St ai nl ess
Steel for Cast and
Sol uti on- Anneal ed
Surgi cal | nplant
Appl i cations.

22, Standard Test Method for
Pitting or Crevice
Corrosion of Metallic
Sur gi cal | nplant

Mat eri al s.
23, St andard Specification
for Metallic Bone Pl ates.
24, St andard Specification
for Metallic Nail-Plate
Appl i ances.
25, St andard Specification

for Cobalt-28 Chrom um 6
Mol ybdenum Al | oy

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

F620

F621

F629- 86

F648- 84

F688- 95

F745- 95

F746- 87

F786-82

F787-82

F799- 96

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM



For gi ngs for Surgical
| npl ants (UNS R31537).

26, ... St andard Test Method for ASTM F897-84 (r1993) ASTM
Measuring Fretting
Corr osi on of
Cst eosynt hesi s Pl ates
and Screws.

27. St andard Specification ASTM F899- 95 ASTM
for Stainless Steel
Billet, Bar, and Wre
for Surgical Instrunments.

28. St andard Specification ASTM F961- 96 ASTM
for Cobalt-N ckel -
Chrom um Mol ybdenum
Al l oy Forgings for
Surgi cal | nplant
Appl i cations.

29, Standard Practice for ASTM F983- 86 ASTM
Per manent Mar ki ng of
Ot hopaedi c | npl ant
Conponent s.

30, .. Standard Test Method for ASTM F1044- 95 ASTM
Shear Testing of Porous
Met al Coati ngs.

31 ... St andard Specification ASTM F1088-87( R1992) ASTM
for Beta-Trical cium
Phosphate for Surgical
| mpl ant at i on.

32, St andard Test Method for ASTM F1089- 87 ASTM
Corrosion of Surgical
I nstrunments.

33. . St andard Specification ASTM F1091-91 (R1996) ASTM
for Wought Cobalt-20
Chrom um 15 Tungst en- 20
Ni ckel Al'l oy Surgi cal
Fi xation Wre UNS R30605.

4. .. St andard Specification ASTM F1108- 97 ASTM
for Titanium 6 Al um num
4 Vanadi um Al | oy
Castings for Surgical
I npl ants (UNS R56406) .

35. . Standard Test Method for ASTM F1147-95 ASTM
Tensi on Testing of
Porous Metal Coatings.

36. .. Standard Test Method for ASTM F1160- 91 ASTM
Constant Stree Anplitude
Fati gue Testing of



Por ous Met al - Coat ed
Metallic Materials.
7. Standard Specification... ASTM F1185-88(1993) ASTM
38. . St andard Gui de for ASTM F1264- 96a ASTM
Mechani cal Performance
Consi derations for
I ntramedual l ary Fi xation
Devi ces.
39. .. St andard Specification ASTM F1295- 97 ASTM
for Wought Titanium®6
Al um num 7 Ni obi um Al | oy
for Surgical |nplant
Appl i cations.
40. ... St andard Specification ASTM F1314- 95 ASTM
for Wought N trogen
St rengt hened- 22 Chronmi um
12.5 Ni ckel -5 Manganese-
2.5 Ml ybdemum St ai nl ess
Steel Bar and Wre for
Surgical Inplants.
41, ... St andard Specification ASTM F1341-92 ASTM
for Unalloyed Titanium
Wre for Surgical
I mpl ant Applications.
42, . St andard Specification ASTM F1350- 96 ASTM
for Wought 18 Chromi um
14 Nickel -2.5 Ml ybdenum
St ai nl ess Steel Surgical
Fi xation Wre (UNS
S31673) .
43. .. St andard Specification ASTM F1377-92 ASTM
for Cobalt-Chrom um
Mol ybdenum Powder for
Coating of Orthopaedic
| npl ant s.
A4, . ... St andard Specification ASTM F1472-93 ASTM
for Wought T1-6Al-4V
Al'l oy for Surgical
I mpl ant Applications.

45. . . Standard Test Methods for ASTM F1501- 95 ASTM
Tensi on Testing of
Cal ci um Phosphat e
Coati ngs.



St andard Specification
For Wought Cobalt-28-

Chr om um 6- Mol ybdenum
Al l oy for Surgical

| npl ant s.

Fi xat or s.

Standard C assification

of External Skel etal

St andard Specification

for Titanium and

Ti tani um 6% Al um num 4%
Vanadi um Al | oy Powders
for Coatings of Surgical

| mpl ant s.

St andard Ter m nol ogy

Rel ating to Spi nal

| mpl ant s.

St andard Specification

for Wought N trogen

St rengt hened- 21 Chroni um
10 Ni ckel -3 Manganese-
2.5 Ml ybdenum St ai nl ess

St eel Bar
| mpl ant s.

for

Sur gi cal

St andard Specification

for Cal ci um Phosphat e
Coatings for

Mat eri al s.
Standard Practice for
Cydi ¢ Fatigue Testing of

| mpl ant abl e

Metallic Stenmed Hip
Art hropl asty Fenoral

Components Wth Torsion.
Standard Test Method for
Shear Testing of Calcium

Phosphat e Coati ngs.

St andard Test ©Met hod for

Bendi ng and Shear
Fati gue Testing of
Cal ci um Phosphat e
Coatings on Solid
Metal | i c Substrates.

Pr ost hesi s.

St andard Specification
for Resurfacing Patellar

St andard Specification
for Wought Titani um 13

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

F1537-94

F1541-94

F1580- 95

F1582- 95

F1586- 95

F1609- 95

F1612-95

F1658- 95

F1659- 95

F1672-95

F1713-96

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM



Ni obi um 13 Zirconi um
Al l oy for Surgical
| npl ant Applications.
57. . . Standard Test Methods for ASTM F1717-96 ASTM
Static and Fatigue for
Spi nal | nmpl ant
Constructs in a
Cor pect ony Model .
B8. ... St andard Specification ASTM F1781- 97 ASTM
for Elastoneric Flexible
Hi nge Finger Total Joint
| mpl ant s.
59. . .. Standard Test Methods for ASTM F1798 ASTM
Evaluating the Static
and Fatigue Properties
of | nterconnection
Mechani sns and
Subassenblies Used in
Spi nal Arthrodesis.
60.......... .. ... Cyclic Fatigue Testing of ASTM F1800 ASTM
Metal Tibial Tray
Conponents of TKR.
61....... .. St andard Recomended ASTM F1801 ASTM
Practice for Corrosion
Fati gue Testing of
Metal lic | nplant
Materi al s.
62. ... . I mplants for Surgery-- | SO 5832-1 (1997) I SO.
Metallic Materials--Part
1: Wought Stainless
St eel .
63. ... .. I npl ants for Surgery-- | SO6832- 2- 93 | SO
Metallic Materials--Part
2: Unal | oyed Titani um
64. ... ... ... I mplants for Surgery-- | SO 5832-3 (1996) | SO.
Metallic--Part 3:
W ought Titani um 6-
Al um num 4- Vanadi um
Alloy Third Edition (CAN
CSA- 2310. 8- MR1) .
65. ... ... I mplants for Surgery-- | SO 5832-4-96 | SO
Metallic Materials--Part
4: Cobal t-Chrom um
Mol ybdenum Casting Al l oy.
66................ I npl ants for Surgery-- | SO 5832-5-93 | SO
Metal Materials--Part 5:
W ought Cobal t- Chrom um
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Tungsten- Ni ckel All oy.

I npl ants for Surgery--
Metallic Materials--Part
6: Wought Cobalt-N ckel -
Chr om um Mol ybdenum

Al |l oy.

I npl ants for Surgery--
Metallic Material s--Part
9: Wought Hi gh N trogen
Stai nl ess Steel First

Edi ti on.

I mpl ants for Surgery--
Metallic Materials--Part
10: Wought Titanium 5-
Al um num 2. 5-1ron.

I npl ants for Surgery--
Metallic Materials--Part
11: Wought Titani um 6-
Al um num 7- Ni obi um Al | oy
First Edition; CABN CSA-
Z310. 7: MB1.

I npl ants for Surgery--

Metalic

Mat eri al s--Part

12: Wought Cobalt -
Chrom um Mol ybdenum

All oy.

I mpl ants for Surgery--
Utra-H gh Ml ecul ar
Wei ght Pol yet hyl ene- -

Part 2:

Moul ded For rs.

| npl ants for Surgery--

Skel et al
Part 1:

Pins and Wres--
Mat eri al and

Mechani cal Requirenents.

| npl ants for Surgery--

Skel et al

Pins and Wres--

Part 2: Stei nmann

Skel et al

Pi ns- -

Di mensi ons.
I npl ants for Surgery--

Skel et al
Part 3:
Skel et al

Pins and Wres--
Ki r schner
Wres.

| SO 5832-6

| SO 5832-9 (1992)

| SO 5832-10: 1996

| SO 5832-11 (1994)

| SO 5832-12-96

| SO 5834-2:1985

| SO 5838-1: 1995

| SO 5838-2: 1991

| SO 5838-3: 1993

I SO.

I SO,

I SO

I SO.

I SO,

I SO

I SO.

| SO.

I SO.



76. . I npl ants for Surgery--
Ceram c Materials Based
on High Purity Al um na.

T7. Surgical Instruments--
Metallic Materials--Part
1: Stainless Steel

78. . I npl ants for Surgery--
Partial and Total Hp
Joi nt Prosthesis--Part
4: Determnation of
Endurance Properties of
St ermed Fenor al
Components with
Application of Torsion.

79. . L I npl ants for Surgery--
Partial and Total Hip
Joi nt Prosthesis--Part
8: Endurance Performance
of Stemed Fenor al
Components with
Application of Torsion.

80. ... ... ... ... I npl ants for Surgery--
GQui dance on Care and
Handl i ng of Orthopaedic
| npl ant s.

8lL................ | npl ants for Surgery--Non
Destructive Testing--

Li gui d Penetrant
I nspection of Metallic
Surgical Inplants.

82. .. ... I mpl ants for Surgery--Non
Destructive Testing--
Radi ol ogi cal Exami nation
of Cast Metallic
Surgical |nplants.

83. . Surgi cal and Dental Hand
I nstrument s--Determ nat i
on of Resistance Agai nst
Aut ocl avi ng, Corrosion
and Thermal Exposure.

84. ... ... ... .. ... I npl ants for Surgery--
Metallic Material s--
Unal | oyed Tant al um f or
Sur gi cal | npl ant
Appl i cations.

85. .. Non- Acti ve Surgica
I mpl ant s- - Gener al

| SO 6474-94

| SO 7153-1: 1991

| SO 7206-4: 1989

| SO 7206- 8: 1995

| SO 8828

| SO 9583: 1993

| SO 9584: 1993

| SO 13402

| SO 13782: 1996

| SO 14630: 1997

| SO.

I SO

I SO.

| SO.

| SO.

I SO

| SO.

I SO.

I SO

| SO



Requi renent s.

Physi cal Medi ci ne

1. Determ nation of Static
Stability.
2 Det erm nati on of Dynam c

Stability of Electric
Wheel chai rs.

G Z Det erm nati on of the
Ef f ecti veness of Brakes.
4. Det erm nati on of Energy

Consunption of Electric
Wheel chairs.

S T Det erm nation of Overall
D nensi ons, Mass and
Turni ng Space- -
Wheel chair.

6. .. Det ermi nati on of Maxi mum
Speed, Accel eration, and
Retardation of Electric
Wheel chairs.

T Wheel chairs--Determ nati o
n of Seating and Weel
Di nensi ons.

8. Wheel chairs--Static,
| npact and Fati gue
Strength Tests.

O Climatic Tests for
El ectri c Wheel chairs.
10, ... ... Det erm nati on of the

bst acl e-C i nbi ng
Ability of Electric
Wheel chai rs.

11, ... Wheel chai rs--Test Dunm es

12, .. Coefficient of Friction
of Test Surfaces.

13, . Wheel chai rs--Testing of

Power and Contr ol
Systens for Electric
Wheel chairs.

14, ... ... . Wheel chai rs- - Requi renment s
for Information

ANSI / RESNA WC/ 01- 1990

ANS| / RESNA WC/ 02- 1991

ANSI / RESNA WC/ 03- 1990

ANSI / RESNA WC/ 04- 1990

ANSI / RESNA WC/ 05- 1990

ANSI / RESNA WC/ 06- 1991

ANSI / RESNA WC/ 07- 1991

ANSI / RESNA WC/ 08- 1991

ANS| / RESNA WC/ 09- 1991

ANSI / RESNA WC/ 10- 1990

ANS| / RESNA WC/ 11- 1991
ANS| / RESNA WC/ 13- 1991

ANS| / RESNA WC/ 14- 1991

ANSI / RESNA WC/ 15- 1991

Rehabi litation
Engi neeri ng and
Assi stive Technol ogy
Soci ety of North
Anerican (RESNA).
RESNA.

RESNA.

RESNA.

RESNA.

RESNA.

RESNA.

RESNA.

RESNA.

RESNA.

RESNA.
RESNA.

RESNA.

RESNA.


http://www.fda.gov/cdrh/modact/phymedst.html

D scl osur e,
Docunent ati on and

Label |'i ng.

15, ... . Wheel chairs--Determ nati o ANSI/RESNA WC/ 16- 1991 RESNA.
n of Flammability.

16. .. ... ... Wheel chairs--Part 1: | SO 7176-1: 1986 | SO
Determ nation of Static
Stability.

17. ... oL Wheel chairs--Part 2: | SO 7176-2: 1990 | SO

Det erm nati on of Dynam c
Stability of Electric
Wheel chairs.
18. ... Wheel chairs--Part 3: | SO 7176-3: 1988 | SO
Det er m nati on of
Ef ficiency of Brakes.
19. .. .. L Wheel chairs--Part 4: | SO 7176-4: 1997 | SO
Ener gy Consunption of
El ectric Weel chairs and
Scooters for
Det er m nati on of
Theoretical Distance
Range.
20 ... Wheel chairs--Part 5: | SO 7176-5: 1986 | SO
Det erm nati on of Overall
Di mensi ons, Mass and
Turni ng Space.

21. .. Wheel chairs--Part 6: | SO 7176-6: 1988 | SO
Det erm nati on of Maxi num
Speed, Accel eration and
Ret ardation of Electric
Wheel chairs.
22, Wheel chairs--Part 9: | SO 7176-9: 1988 | SO
Climtic Tests for
El ectric Wheel chairs.
23, Wheel chairs--Part 10: | SO 7176-10: 1988 | SO
Det er m nati on of
bst acl e-d i nbi ng
Ability of Electric
Wheel chairs.

24, . . VWheel chairs--Part 11: | SO 7176-11; 1992 | SO
Test Dunmi es.
25, VWheel chairs--Part 13: | SO 7176-13: 1989 | SO

Det er m nati on of



Coefficient of Friction
of Test Surf aces.
26. ... Wheel chairs--Part 14: | SO 7176-14: 1997 | SO
Power and Contr ol
Systens for Electric
Wheel chai r s- - Requi r enent
s and Test Met hods.
27 . Wheel chai rs--Part 15: | SO 7176- 15: 1996 | SO
Requi renments for
I nformati on Di scl osure,
Docunent ati on and
Label i ng.
28. . Wheel chairs--Part 16: | SO 7176-16: 1997 | SO
Resi stance to Ignition
of Uphol stered Parts--
Requi rements and Test

Met hods.
Radi ol ogy

P Medi cal X-Ray Screen-Film ANSI PH2.43-1982 Aneri can Nati onal
Processi ng Syst ens, Standards Institute
Met hod for the (ANSI) .
Sensitonetry.

2 Phot ography (filmns)-- ANSI / NAPM | T1. 49- 1995 Nati onal Associ ation of
Medi cal Hard Copy Phot ogr aphi c
I maging Fil ns-- Manuf acturers, (NAPM .

Di nensi ons and
Speci fications.
3 Phot ogr aphy (Fil nms) - - ANSI / NAPM | T1. 49- 1995 NAPM
Medi cal Radi ographic
Cassettes/ Screens/Fil ms- -
Di nensi ons.

4. Medi cal U trasound Safety Al UM 1994 Anerican Institute of
U trasound in Medicine
(AIUM .
S Phot ogr aphy- Di r ect - - ANSI / NAPM | T2. 48- 1993 NAPM

Exposi ng Medi cal and
Dent al Radi ographic Filni
Process Systens--
Det erm nation of |SO
Speed and | SO Aver age
G adi ent .
6. .. Det erm nation of the | EC 806( R1984) | EC.
Maxi num Symmet ri cal
Radi ation Field froma


http://www.fda.gov/cdrh/modact/radiolst.html

Rot ati ng Anode X- Ray
Tube for Medi cal
Di agnosi s.

I nf ormati on Technol ogy-
Di gital Conpression and
Codi ng of Conti nuous-

Tone Still | nages:
Requi renents and
Qui del i nes.

X-Ray Tube Assenblies for
Medi cal Di agnosi s
Characteristics of Focal
Spot s.

Per f ormance Measurenents
of Scintillation Caneras.

Det erm nati on of Signal
to Noise Ratio (SNR) in
Magneti ¢ Resonance
| mages.

Det erm nati on of Two-

Di mensi onal Ceonetric
Distortion in Diagnostic
Magneti ¢ Resonance

| mages.

Det erm nati on of | nmage
Uniformty in Diagnostic
Magneti ¢ Resonance
| mages.

Acousti c Noi se
Measur enment Procedure
for Diagnostic Magnetic
Resonance | magi ng
Devi ces.

Determ nation of Slice
Thi ckness in Diagnostic
Magneti ¢ Resonance
| magi ng.

Char acterization of
Speci al Purpose Coils
for Diagnostic Magnetic
Resonance | mages.

Measur enment Procedure for
Ti me- Varyi ng G adi ant
Fields (dB/dt) for
Magneti ¢ Resonance
| magi ng Systens.

Characterization of the

| SO | EC 10918-1: 1994

| EC60336( R1993)

NENVA

NENVA

NEMA

NEMA

NENVA

NEMA

NENVA

NEMA

NEMA

NU1- 1994

MS1- 1988( R1994)

MB2- 1989

M53- 1989

MB4- 1989

MB5- 1991

M56- 1991

M57-1993

M58- 1993

| SO or | EC

| EC.

NEMA.

NEMA.

NEMA.

NEMA.

NEMA.

NEMA.

NENA.

NEMA.

NEMA.



Speci fic Absoption Rate
for Magnetic Resonance
| magi ng Syst ens.

Per f or mance Measurenents
of Positron En ssion
Tonogr aphs.

DI COM set--Digital

I magi ng and

Communi cations in

Medi ci ne- - Set | ncl udes
PS3. 1 t hrough PS3. 13.
Acousti c Qut put

Measur enment Standard for
Di agnostic U trasound
Equi pnent .

Standard for Real -Tine

Di spl ay of Thernmal and
Mechani cal Acoustic

CQut put .

Measur erment of Di nensions
and Properties of Focal
Spots of Diagnostic X-
Ray Tubes.

Measur enent of the

Maxi mum Synmmet ri cal
Radi ation Field froma
Rot ati ng Anode X- Ray
Tube Used for Medical
Di agnosi s.

est Standard for
Deterni nati on of the
Limting Spati al

Resol ution of X-Ray

| mage Intensifier

Syst ens.

est Standard for the
Deternm nati on of the
Visible Entrance Field
Si ze of an X-Ray | nage
Intensifier System

est Standard for the
Det ernm nati on of the
System Contrast Ratio

NEMVA NU2- 1994

NEMA PS3 (Set)

NEVA UD2- 1992

NEVA UD3- 1992

NEMVA XR5- 1992

NEMA XR10- 1986 (R1992)

NEM XR11- 1993

NEVA XR15- 1991

NEMVA XR16- 1991



and the System Veiling
d are I ndex of an X-Ray
I mage Intensifier System
27 Test Standard for the NEMA XR17-1993 NEMA.
Measurenment for the
I mage Signal Uniformty
of an X-Ray | nmage
Intensifier System
28, Test Standard for the NEVA XR18- 1993 NENA.
Determ nati on of the
Radi al I nmage Di stortion
of an X-Ray | mage
Intensifier System
29, .. El ectrical Thermal and NEMVA XR19- 1993 NENA.
Loadi ng Characteristics
of X-Ray Tubes Used for
Medi cal Di agnosi s.

30, Standard for Safety: UL-122 Underwriters Laboratory
Phot ogr aphi ¢ Equi pnent . (uL).

31. ... Standard for Safety: X- UL- 187 UL.
Ray Equi pnent .

32, Standard for Safety: UL- 544 UL.

Medi cal and Dent al
Equi prrent --Third Edition.
\1\ The recognition of this standard for all devices was proposed for comrent January 13, 1998 (63 FR 1974),
and
is not yet final. This listing applies only to radiol ogi cal inmaging devices.

Dat ed: February 13, 1998.
D. B. Burlington,
Director, Center for Devices and Radi ol ogi cal Health.
[ FR Doc. 98-4843 Filed 2-20-98; 3:59 pnj
Bl LLI NG CODE 4160-01-P
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