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Foreword

ISO f{the ‘International Organization for Standardization) is a worldwide
federation of national standards bodies {ISO member bodies). The work
of preparing International Standards is normally carried out through 1SO
technical committees. Each member body interested in a subject for
which a technical committee has been established has the right to be
represented on that committee. International organizations, governmenta!
and non-governmental, in liaison with 1SO, also take part in the work. 1SO
collaborates closely with the International Electrotechnical Commission

{IEC) on all matters of electrotechnical standardization.

Draft international Standards adopted by the technical committees are
circulated to the member bodies for voting. Publication as an International
Standard requires approval by at least 75 % of the member bodies casting

a vote.
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{ Intern_atioﬁ'ézl Standard ISO 5838B-1 was prepared by Technical Committee
; ISO/TC 150, implants for surgery, Subcommittee SC 5, Osteosynthesis.
E

This ““second edition cancels and replaces the first edition
(ISO 5838-1:1983), of which it constitutes a technical revision.

ISO 5838 consists of the following parts, under the general title /mpiants
for surgery — Skeletal pins and wires: -

— Part 1: Material and mechanical requirements

= 'Part ':2:'. "'S_'t_e_:'nmann skeletal pins — Dimensions

e A ﬁﬁ*n—wﬂwmﬂhﬂm v s
it Feriryiy

o Paft 3: Kirschner skeletal wires
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Implants -for surgery =- Skeletal pins and wires —

 Part 1:
~ Material and mechanical requirements

1 Scope ISO 5832-5:1993, Impiants for surgery — Metallic
= materials — Part 5: Wrought cobalt-chromium-

This part.of 1SO 5838 specifies materials and mech- tungsten-nickel alloy.

anical requirements for skeletal pins and wires for use ‘

In bone . surgery, -excluding wires for binding and ISO 5@32—6:1980, Implants for surgery — Me:;aﬂ:c

twisting.: e | _ materials — Fart 6: Wrought cobalt-nickel-chromium-
molybdenum alloy.

2 Normatitvé. feféfences ISO 5832-7:1894, Implants for surgery — Metallic
| 30w Loerssis. materials — Part 7: Forgeable and cold-formed

The following standards contain provisions which, cobalt-chromium-nickel-molybdenumviron afloy.

through reference in this text, constitute provisions : :

of this part of 1ISO 5838. At the time of publication, the IS 5832-8:—7, Implants. for surgery — Metallic ma-

terials — Part 8: Wrought cobalt-nickel-chromium-

editions indicated were valid. All standards are subject ;
molybdenum-tungsten-iron alloy.

to revision, and parties to agreements based on this
part of ISO 5838 are encouraged to investigate the
possibility of applying the most recent editions of the
standards indicated below. Members of IEC and I1SO
maintain registers of currently valid International
Standards.

ISO 5832-11:1994, Implants for surgery — Metallic
materiais — Part 11: Wrought titanium 6-aluminium
/-niobium alloy. |

ISO 6892:1984, Metallic materials — Tensile lesting.

1SOB832-1:1987, Implants for surgery — Metallic
materials — FPart 1: Wrought stainless steel.

ISO 5832-2:1893, impiants for surgery — Metallic

materials — Part 2: Unalioyed titanium. 3 Material
| ISO 5832-3:—, Impiants for surgery — Metallic ma- Skeletal pins and wires shall be made of wrought
terials — Part 3: Wrought titanium 6-aluminium materials in accordance with the appropriate parts of
| d-vanadium alioy. 1SO 5832 (see clause 2).

| 1) To be published. {Revision of 1SO 5832-3:1990)
| 2) To be published. {Revision of I1SO 5832-8:1987)
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4 Mechanical properties 5 Test methods

Hﬁ{é_rhqechanical properties, determined as specified in The test methods to be used in determining compli-
clause 5, shall be in accordance with the require- ance with the reguirements of this part of ISO 5838

ments given in table 1. shall be in accordance with 1SO 6892

LL A e, o T

Tal';Ie 1 e iﬂecﬁamcal prnpérties .

Ultimate
Diameter tensile Elongation
strength
Type of material . 5
d min.
1
i mm | MPa
1<d<28 1 240
Wrought stainless stee] | 2B<dxg4 1 100
| 4<dxgb 960
o0 <2 1 9
Wrought unalloyed titanium?) !
>3 | 780
Wirought titanium alloys <6 _j 1 030
Wrought cobalt-chromium base alloy | <6 | 1 240 7

1} Gauge length = 5.65\/.'_97 where S, is the original cross-sectional area in square milli-
metres or equal to 50 mm if possible. If this is not possible, for wires smaller in diameter
than 2,5 mm, a gauge Jength of 100 mm or 200 mm, equal to the total length between the
grips, may be used {ISO 6892). However, in this case the minimum value of elongation shall

be agreed between the interested parties.

2) In specific clinical applications, the cross-sectional dimensions of the pin or wire used
should correspond to the strength of the material.

T

Copyright by the International Organization For Standardization
Sun Nov 03 13:21:03 2002




e

B 4yp51h03 0L389L0 ya3 ==

ISO 5838-1:1995(E) S © I1SO
|

|

§

!

| =5
1

|

|

.! &

| ICS 11.040.40 ey

Descriptors: medical equipment, surgical implants, surgical pins, wire, specifications, matenals specifications, mechanical properties,
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