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1 General

Report

(a) The solutions adopted for the design and construction of the devices must
conform to safety principles to elitminate or reduce risks as far as possible
(inherently safe design and construction). The device must be designed in
such a way that, when used under the conditions and for the purposes
intended, it will not compromise the safety of patients, or the safety and health
of users or, where applicable, other persons.

The device must be designed with particular attention to:
Electrical Safety

Moving Parts
Enclosures
Stability
Ezxpelled parts
Vibration and noise

() Where modification of other manufactured devices i= required, written
approval will be sought from the manufacturer, otherwise concessionary
status will be sought.

Mot patient connected

O battery
Mo moving parts

&BE enclosure
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Mo ezpelled parts

Mo nioise or wibration

Teledyne final checlk

2 Environment

Report

(ay If the device is intended for use in combination with other devices or
equipment, the whole combination, including connection system must be zafe
and must not impair the specified performance of the desice.

ity The device must be designed in such a way that they can be used safely
with the materials, substances and gasses with which they enter contact with
during their normal use or during routine procedures.

() Accessihle parts of the device (excluding parts or areas intended to supply
or reach given temnperatures) and their surroundings must not attain potentially
dangerous temperatures under normal use

(dy Dewices must be designed and manufactured in such a way as to minitnise
the risks of fire or explosion during normal use. Particular attention must be
paid to devices whose intended use includes exposure to flarmmahle
substances or to substances which could causze combustion.

ey Devices must be designed and mamafactured in such a way as to minimize
the risks connected with enwironmental conditions, such as magnetic flelds,
extternal electrical influences, electrostatic discharge, pressure, temperature or
variations in pressure and acceleration.

IR

/A

/A

/A

MNYA ¢ may require ERCT??
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3 Biological Hazards

Report

(a) The device must be designed with particular attention to the
choice of materials uszed, particularly as regards tomxcity and where
appropriate, flarmmmahility.

() The device must be designed with particular attention to the
cotnpatibility hetween materials used and biological tissues, cells
and fluids, taling account of the intended purpose of the device

() The device must be designed in such a way as to minimise the
tisks posed by the vnintentional ingress of substances into the
device talang into account the device and the enironment in which
it iz intended to be uszed.

(dy The device must be designed with particular attention to
reducing to a minitmumn the risks pozed by substances lealting from
the device.

MiA

Mia

MiA

Mia

4 Material Physical Properties

Report

(a2) The materials used shall he appropriate for the intended purpose,

taldng account of strength, elasticity, melting point, porosity,
conductance etc.

() The surface finishes shall be suitable for the intended purpose
of the device.

() The materials selected shall be appropriate for any sterilisation /
disinfection / cleaning requirements.

(dy The characteristics and performance must not be adversely
affected to such a degree that the clinical conditions and safety of
the patients and, where applicable, of other persons are
cotnprotrized when the device iz subjected to the stresses which
can occur during the normal conditions of use ie ageing and
Corrosion.

Mia

Standard ABS electronic enclosure

/A

MiA

£ User Information

Report
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(a) Fach dewvice must be accompanied by the information needed to
use it safely, taking account of the training and kmowledge of the
potential users. Thiz information comprizes details on the label and
the data in the instructions for use.

() Where appropriate, this information should talze the form of
symbols. Any symbol or identification colour uszed must confortm to
the harmonised standards.

The label must bear the following particulars:
Identification of Viatmed as the Mamafacturer.
If the devrice is custoin made the words "Custotn-tnade desice”

The label or instructions must contain the following instructions
where appropriate;

* Any special storage or handling precautions

* Any special operating instructions

* Any warnings and/or precautions to be taken
*‘Where appropriate, the method of sterilisation

Will need instraction manual if more than one sensor
output is included

/A

Yes

/A
Mia
/A
MiA

6 Contamination

Report

2y The device must be designed in such a way as to MNiA
elitninate or reduce as far as possible the risk on infection to
the patient, user and third parties. The design must allow
gasy handling and, where necessary, minimise contarnination
of the dewice by the patient or wice versa during use.

() Dewices delivered in a sterile state must be packaged ina |MN/A
non-renzable pack and remnain sterile under nortmal transport
and storage conditions, until the protective paclkaging is
damaged or opened.

() Dewices delivered in a sterile state must have been MYA
sterilised by an appropriate method.
/A
() Dewices that require sterilisation hefore use, but are
supplied to the user in a non-sterile state, will e labelled to
indicate this.

(&) The packaging for non-sterile devices must maintain the  |BAA
device cleanliness without deterioration, and minitmise the
tisk of microbial contamination. The packaging system must
be suitable, talting into account the method of sterilisation
recorumnended.

7 Radiation

Report
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(a) Dewvices must be designed and manafactured in such a
way that exxposure of patients, users and other persons to
radiation shall be reduced as far as possible, compatible with
the intended purpose, whilst not restricting the application of
appropriate specified levels for therapeutic and diagnostic

purposes.

() Where desrices are designed to et hazardous levels of
radiation necessary for a specific medical purpose the henefit
of which iz considered to outweigh the risks inherent in the
orission, it must be possible for the user to control the
etnissions. Such devices shall be designed and manufactured
to ensure reproductbility and tolerance of relevant
pararmeters.

() Where dewices are intended to ernit potentially hazardous
visihle and/or invisihle radiation, they must be fitted, where
practicable, with vwisual displayed and/or audible warnings of
such emizsions.

() Dewices shall be designed and manufactured in such a
way that exposure of patients, users and other persons to the
ernizsions of unintended, stray or scattered radiation is
reduced as far as possible

(e} The operating instructions for dewices emitting radiation
tmst give detailed information as to the nature of the ernitted
radiation, means of protecting the patient and the uzer and on
ways of avoiding misuse and of elirninating the risk inherent
in installation.

/A

RIS

RIS

MiA

Standards and Statutory
requirements appropriate to this
design

Requirement

Poszsibly [EC 601

Mone [EC 60601-1 & 606001-2 ELIC

Final Design Tests Proposed

Acceptance Criteria for Tests
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Against analysers
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