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Introduction
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The functions of the masticatory system can be restored Wwith implant-
retained prostheses. Such prosthetic suprastructures .arg-jpined to the
dental implants by "connecting parts" that provide an appropripte means of

fixation.

Quiality system requirements as laid down in ISO:9001 and ISO 13485 call

for a file containing documents defining the-product specificat
type/model of medical device.

contained in such a file for-lprefabricated parts conn

ons for each

cting dental

This International Standard specifies(particular technical infoimation to be

suprastructures to dental implants/termed a technical file for t

is purpose.
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Dental implants — Prefabricated parts connecting suprastructures
to dental implants — Contents of technical file

1 Scope

This Inter
connecting
transfer frg

2 Norm

The follow
this Interr]
publicatio
investigatq
undated r
maintain r

ISO 1942-

ISO 8601
times.

ISO 10993-1, Biological evaluation of medical-dévices — Part 1: Guidance on selection of tests.

ISO 14159, Clinical investigation of medical devices .

3 Termg and definitions

hational Standard specifies requirements for the contents of a technical file for prefab
a dental suprastructure to a transgingival dental implant. It applies to all parts providing fu
m a suprastructure to a dental implant, excluding custom-made devices for the same purpos

htive references

ng normative documents contain provisions which, through referenee.in this text, constitute
s do not apply. However, parties to agreements based on this.International Standard are e
the possibility of applying the most recent editions of the ‘hormative documents indicate
eferences, the latest edition of the normative document referred to applies. Members of

pgisters of currently valid International Standards.

1, Dental vocabulary — Part 1: General and clinical terms.

Data elements and interchange formats_.— Information interchange — Representation

ricated parts
nctional load
e.

provisions of

ational Standard. For dated references, subsequent amendments to, or revisions of, any of these

ncouraged to
d below. For
SO and IEC

Df dates and

For the purposes of thisdnternational Standard, the terms and definitions given in ISO 1942-1 and SO 10993-1
together with the following-apply.

3.1

dental implant

device specially 'designed to be placed surgically within or on the mandibular or maxillary bone ag a means of
providing q ||ppnrt and retention to the dicplnr‘nmnnt of adental prncthneic

NOTE 1 A dental implant can be either transgingival (with part of the implant emerging from the gingiva for direct abutment),
or fully embedded under the gingiva (intended only to support a removable prosthesis).

[1ISO 1942-1]

NOTE 2 In the case where the implant itself consists of two parts according to the manufacturer's definition, the
transmucosal part, which is inserted by a surgical procedure, is part of the implant and not covered by this International
Standard.

3.2

suprastructure

custom-made device attached to a dental implant
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3.3

prefabricated part:

part, other th

34
technical file

an custom-made parts, used to connect a suprastructure to a dental implant

documentation supplied by the manufacturer containing the available basic information on a device

4 Requirements

4.1 General

©1SO

A technical f
described in

4.2 Intendsd
The intende
specification
intended.

4.3 Biologi
Results of bi
Guidance fo
Adequate bi
given in an g

statement ap

In many cas
cases the ma

le of a prefabricated part connecting an implant to a prosthesis shall contain at least-the i
1.2 10 4.13.

d use

l use of the prefabricated part shall be stated. The intended-use statement shall ¢
of the implant(s) by brand name or generic description for use with-which the connect
cal properties

plogical tests of the materials in use shall be available.

biological testing is given in ISO 7405 and 1ISO 109930.

ppropriate International Standard specification-for a surgical implant material, where a biocg
pears in that standard (e.g. ISO 5832-2, 1ISO 5832-3 and ISO 6474).

s biological data are available in thé literature or in files available to the manufacturer. |
inufacturer is responsible for carrying out biological testing.

tal properties, including electrochemical properties of the connecting part and i
vith the implant

information on the chemical properties shall be given:

chemical composition;

impurities-and their upper limits;

and the'test method used;

hformation

bmprise a
ng part is

presponse properties are assumed for any material complying with the compositional requirements

mpatibility

h all other

s

4.4 Chemi
interaction
The following
a)
b) relevant
c) solubility
d) degrada
e)
f)
9)

io-and-thae tact maethod used-
loHahetHetestHethoadsea

for polymeric materials: water sorption and the test method used,;
information on possible combinations of materials and their interactions;

for metals: corrosion data and electrochemical properties, and the test methods used.

4.5 Physical properties

Information on the following physical properties shall be available where appropriate:

a) density;
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b) thermal coefficient of expansion;
c) melting point/range;

d) degree of radiopacity;

€) magnetic properties.

4.6 Mechanical properties

The following information on the mechanical properties shall be available.

a) Propdrfies of the materials as such

1) etallic materials

=

i)y Condition of the material (cold-worked, heat-treated, etc.);
iij proof stress of nonproportional elongation;

iif) tensile strength;

i) percentage total elongation at fracture;

NOTE Methods for tensile testing are given in ISO 6892.

v) elastic modulus and test method used,;

v]) hardness.

NOTE Hardness testing is described in ISO 6507-1.

2) (Qeramic materials

)| Flexural strength and test method used,;

i) elastic modulus and test-method used;

3) Holymeric materials

i) Flexural strength:
NOTE Methods for the determination of flexural properties are given in ISO 178.
b) Propdrties of thefinal product

Results of|fatigue testing of the prefabricated parts in combination with the recommended implant sygtem and test
method uded=shall be prn\/idnd

4.7 Design characteristics
4.7.1 Dimensions of the prefabricated part and stability calculations

Mechanical calculations on the stability of the prefabricated part and technical drawings, showing the dimensions of
the prefabricated part and their tolerances, shall be provided.

NOTE It is recommended that tolerances be stated in accordance with ISO 406.
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4.7.2 Surface finish of the prefabricated part

©1SO

A description of the required surface finish, together with roughness limits and their characterization, and a
description of a suitable test method shall be provided.

4.7.3 Interchangeability of prefabricated parts

A description of the provisions to ensure interchangeability of prefabricated parts within the recommended implant

system(s) sh

all be provided.

4.8 Manufacturing process

A detailed d

4.9 Contro

A description
to minimize t

SCription or the manuracturing process shall be proviaed.

of infection and microbial contamination

he risk of microbial or other contamination.

The condition of delivery (i.e. nonsterile or sterile) shall be stated.

If delivery is
ensure sterili
protective pal

If sterilization
available.

Provisions ta|
4.10 Risk &
Documentati
4.11 Clinic
Documented

If a clinical in
accordance

4.12 Label

in a sterile state, provisions shall be described taken in the manufacturing process and pa
ly when placed on the market and that sterility remains under starage and transport conditio
ckage is opened.

ken that packaging systems maintain the level of cleanliness of the contents shall be describ
|Ssessment

bn of the performed risk assessment shall be provided.

bl evaluation

results of the clinical evaluations shall be provided.

vestigation is necessary) for a proper risk assessment by the manufacturer, it shall be doct
vith ISO 14155.

A sample of {he labelshall be included in the technical file. The label shall bear the following information:

a) thenam

b or'registered trademark and address of the manufacturer;

shall be given of the provisions in the design of the connecting part and in the manufacturifg process

ckaging to
ns until the

by the user is necessary, a description of the suitability of;an appropriate sterilization methgd shall be

117%

mented in

b)

<)
d)

a description of the connecting part, including name, intended use, size and material(s);

where appropriate, the word or symbol for "Sterile";

appropriate, sterilization);

e)
f)

)

the expiry date where applicable, expressed in accordance with ISO 8601;

an indication that the part is for single use;

the batch or lot number (related to the records of raw materials, manufacture, packaging and, where

if the connecting part is intended for clinical investigation, the words "exclusively for clinical investigations";
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any special storage and/or handling conditions;

any warnings and/or precautions to take;

if the connecting part is provided in both sterile and nonsterile conditions, its packaging and labelling shall
clearly indicate which condition it is in.

If it is not practicable for all the above to be included on the unit label, the relevant information shall be provided on
any outer packaging or included in the instruction leaflet.

4.13 Instructions for use

A sample
the followi
a) the de
b) thein
c) suffici
d) where
use;
e) adeta
f)  where
g) instru
appro
h) detail
steriliz
i) contrg
i) detail
k) inforn
magn
[) wherg

of the instructions for use shall be included in the technical file. These instructions shall co
ng information:

tails referred to in 4.12 with the exception of items d) and e);
ended purpose of the connecting part and any undesirable side effects;
ent details of the type of implant with which the connecting part is intended.to be used;

appropriate, the recommended method of opening the pack to ensure sterile presentation

iled description of how to connect the part with the implant.and with the suprastructure;
appropriate, information on how to avoid risks in connection with fixation of the connecting p
ctions to follow in the event of damage to thelsterile packaging and, where appropria
priate methods of resterilization;

ration, final assembly, etc.);

-indications and known side effects;

b allowing the professional staff to brief the patient on any precautions to be taken during use

ation on possible hazards arising from interactions with medical imaging systems and ¢
btic systems;

appropriate, melting point/range.

htain at least

at the time of

art;

e, details of

5 of any further treatment or handling needed before the connecting part can be used (for example,

ther electro-
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