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Introduction

ISO 10328-7:1996(E)

Throughout all parts of ISO 10328, the term prosthesis

externally applied device used to replace wholly, or in part,
deficient limb segment.

As a result of concern in the international coppmunity about
provide prostheses that are safe in use, and also’because of a
that test standards would assist the development of better p
series of meetings was held under the ‘aegis of the Internat

for Prosthetics and Orthotics (ISPO)~The final meeting

Philadelphia, PA, USA in 1977, atywhich a preliminary con
reached on methods of testingland the required load values
onwards this work was coentinued by ISO Technical Comnj

leading to the development‘of this series of International St

test procedures may (ot be applicable to prostheses of
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individually wittistime. The test methods specified in ISO 103
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different parts of ISO 10328.
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28 specifies procedures for static and cyclic strength tests of lower-limb prostheses where, with
nd loadings are produced by the application of a single test forceThe compound loads in the test
eak values of the components of loading which normally occdy at different instants during the st

ts described in ISO 10328 apply to transtibial (belowzknee), knee-disarticulation and transfe
rostheses.

L The tests may be performed on complete structufés, on partial structures, or on individual componen

rt of 1ISO 10328 specifies the informatien that must be provided on the test submission dog
anies each item submitted for testing”in accordance with ISO 10328-3 and ISO 10328-4, and
10328-6.

rmative references

owing standards\eontain provisions which, through reference in this text, constitute provisio
10328. At theltinre of publication, the editions indicated were valid. All standards are subject tg
to agreements based on this part of ISO 10328 are encouraged to investigate the possibility g
bcent editions of the standards indicated below. Members of IEC and ISO maintain register
ternational Standards.
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ISO 10

328-2:1996, Prosthetics — Structural testing of lower-limb prostheses — Part 2: Test samples.

ISO 10328-3:1996, Prosthetics — Structural testing of lower-limb prostheses — Part 3: Principal structural tests.

ISO 10328-4:1996, Prosthetics — Structural testing of lower-limb prostheses — Part 4: Loading parameters of
principal structural tests.

ISO 10328-5:1996, Prosthetics — Structural testing of lower-limb prostheses — Part 5: Supplementary structural

tests.
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ISO 10328-6:1996, Prosthetics — Structural testing of lower-limb prostheses — Part 6: Loading parameters of

3 Definitions

For the purposes of this part of ISO 10328, the definitions given in ISO 8549-1 apply.

4 Generalrequirements

4.1 The mapufacturer/submitter shall prepare the test submission document with any associated inférmation and

shall nrovide bt leact one conv with averv iteam ciihmittad far toct

SHIUH MV VUMD ML DAoL ViHio vv’uy vvlLll\JVv!Y Wil Uit 1vi Ltvol.

4.2 The dogument shall be produced on Ad-sized paper with the preferred format shewn in annex A. If an

alternative fofmat is used it shall provide all information listed in annex A.

4.3 The mgnufacturer/submitter shall clearly indicate a name and address fof-communication purppses. If

appropriate, the identity of the original equipment manufacturer shall be provided:

4.4 A unigie and traceable identification for the test submission «deeument shall be provided |by the

manufacturer/submitter who shall maintain a record of such identification’ which shall also be indelibly mgrked on

the test sample.

4.5 The tes} laboratory/facility required to conduct the test shallMbe clearly indicated.

4.6 The datp of submission or dispatch to the test laboratdey/facility shall be clearly indicated.

5 Information required for test samples

5.1 All test samples

The following information, attributable to a fully traceable identification for each test sample, shall be includdd in the

test submissfon document:

a) manufacturer's name,or other means of identification;

b) manufacturer's model identification name and/or number;

c) type of sample(in accordance with ISO 10328-2:1996, subclause 4.1, 4.2 or 4.3;

d) any cert|fication from the manufacturer which states that the test sample has been taken from| normal
production and which gives details of the method of selection;

e) any special assembly instructions for the test sample and/or attachments in accordance with
ISO 10328-2:1996, subclause 6.5;

f) i not straightforward, identification of effective centrelines in accordance with 1ISO 10328-2:1996, clause 7;

g) identification of the worst-case alignment position in accordance with ISO 10328-2:1996, subclause 7.5.1;

h) tightening torque settings for connecting bolts;

record of the supply of any replacement parts provided in accordance with ISO 10328-2:1996, subclause 8.1;

record of any load application levers and their static alignment in accordance with 1SO 10328-2:1996,
subclause 8.4.
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5.2 Test samples for static failure tests

The manufacturer/submitter shall include in the test submission document a record of any agreement to substitute
flexible parts by rigid parts in accordance with 1SO 10328-2:1996, subclause 6.3, as well as 1SO 10328-3:1996,
subclause 6.2.8 or ISO 10328-5:1996, subclause 7.4.8.

5.3 Test samples for cyclic tests

The manufacturer/submitter shall include in the test submission document a record of any agreement to substitute
flexible parts with rigid parts in accordance with ISO 10328-2:1996, subclause 6.4, as well as 1SO 10328-3:1996,
subclause 7.2.2 or ISO 10328-5:1996, subclause 7.5.1.2.

5.4 Test samples of ankle-foot devices

The manfufacturer/submitter shall include in the test submission document a record of“@ny agreement on the
identificafion of the centreline in accordance with ISO 10328-2:1996, subclause 7.2.1.

6 Infoymation required for tests

The folloyving information for each test sample shall be included in thedtest submission document.

6.1 For all tests

a) The particular test requested, with reference to the(elevant clauses of ISO 10328-3 and/or ISO 10328-5;

b) the particular dimensions and forces to be applied during the test in accordance with the relevant clauses of
ISO [10328-4 and/or ISO 10328-6;

c) the \vorst-case prosthetic assembly in ac¢ordance with ISO 10328-3:1996, subclause 4.6.3.

6.2 For static failure tests

If appropfiate, request for contination of the test until failure actually occurs in accordance with the ngte following
subclausk 6.2.7 of ISO 10328<3:1996 and/or ISO 10328-5:1996, subclause 5.4.2.4 and/or 5.4.2.7 and/of 7.4.8. This
request ghall include instriéetions concerning the documentation of test results.

6.3 For cyclic tests

a) The fest\frequency called for in accordance with ISO 10328-3:1996, subclause 7.2.9 and/or I1ISO 1Q328-5:1996,
subglaygse 5.4.3.3 and/or 7.5.1.9;

b) replacement intervals of service items in accordance with ISO 10328-3:1996, subclause 7.2.12;

c) if appropriate, request for visual examination with specification of magnification in accordance with
ISO 10328-3:1996, subclause 7.1.5 and/or I1SO 10328-5:1996, subclause 5.4.3.6 and/or 7.5.1.13. This request
shall include instructions concerning the documentation of test results.

6.4 For tests in torsion

Identification of the midpositions of all adjustable components in accordance with SO 10328-5:1996,
subclause 4.3.2.
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6.5 For tests on knee flexion stops

a) Record of associated parts that provide the flexion stop on a complete prosthesis in accordance with
ISO 10328-5:1996, subclause 6.2.2;

b) identification of the worst-case test sample in accordance with SO 10328-5:1996, subclause 6.2.3;

c) identification of the worst-case alignment adjustment in accordance with 1ISO 10328-5:1996. subclause 6.2.5.
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Annex A
(informative)

Typical test submission document

ISO 10328-7:1996(E)

ISO 10328-7, Prosthetics — Structural testing of lower-limb prostheses

Test submission document

Submitf]

Documd
Submitt

Date of

Sample

Test req

ed by:

bnt identification:
ed to:

submission:

Test safple:

identification:

uested:

(See 4.3in 1SO 10328-7)

(See 4.4 in ISO\M328-7)
(See 4.5in SO 10328-7)

(See 4.6 in ISO 10328-7)
(See clause 5in ISO 10328-7)
(See 5.1 in ISO 10328-7)

(See clause 6 in ISO 10328-7)
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