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Risk assessment iaw EN IS0 14971:2000 Annex A : Identification of me dical device characteristics that could impact on safety.

Section Question

Answer
YiN

Risk
Y/N

0. Wiat is the intended 1se?

S A Enclosures to enahle; oxygen enniched air and hnrmddity to be supplied to the patients head only

Diagnosis?

Presvention?

Ioritonng?

Treatment or allesriation of disease?

Compensation for mjury or handicap?

Fepbcement or modification of aratomy?

Control of conception?
(). What is the intended purpose?

e &, Enclosuares to erahle; oxyoen enviched air and lnanidity to be supglied to the fatients head oy

Z| 2= = 2 ==

Z| 2= = 2D ==

Life sustaming?

Life suppaorting?

= =

= =

). How i3 the medical device to be used?

S A Place Headboe over patient and feed in enniched / humidified gas wia pressureregulator / flow meter

The patiert can contral the use?

The patient can infnence the use?

Mental abdities of the user ?

Phyaical ahilities of the user?

skl of the user?
Trairing of the use?

Uzed by handicapped persons?

Uszed by the dderly?

Uzed by children?

Uzed by indimduals with warious sl lessls?

Uzed by indimduals from warious cultural backgrounds?

i ] o o R Do oo R o

I =Z D2 S 2 D)=

A2 (). Isthemedical device ittended to contact the patient or other persons? A Mot in nommal use

surface contact?
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The period of contact

The frequency of contact

Itrrasive contact?

The period of contact?
The frequency of contact?

Imphntation?

The period of contact?

The frequency of contact?

577 (). What materidls and’or components are incorporated in the medical device or are used with, or are in contact wih, the
e medical device? A Perspesz/ acrylic shea & rubber gatter around necls door

A4 (). Is energy ddivered to and/or etracted from the patient? A Mo

A5 (). Aresubstances deivered to and/or stftracted from the patient? A Oxygen

single suhstance?
Fange of substances?

The madrmun and minimum transfer mtes and control thereof? A 6 btres / min, pressure

ALH ). Arehidlogical materidls processed by the medical desice for subsequert re-use?

il e o fo o] (e i I [ el Do o ] R
Z|Z 2D ZEE = DD DD D D=

427 ). Iz the medical device supplied sterile or mitended to be sterlized by the user, o are other tmicrobiological condrols
- applicakle? A Mo

The shef ife?

Any limitation on the munber of re-use cycles?
Any limitation type of sterilization process to be used? MNiA MiA
Limtation on the manber of clearing cycles?

The effectiveness of routine cleaning and disinfection?

A20 (). Iz the medical dewice intended to modify the patient errironmment? A Erriched Anrmidified gas & Light Camber head-boszes)

Temperatire?

Humidity?

Atmmospheric gas composition?

Pressure and light?

Light?

| (] o e R R
Z = 2 2 ==

A2.10 ). Aremeasurements taloen?

The vanakles measured?
The accuracy? MNiA MNYA
The precision of the measurement results?
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Al

). Is the medical device interpretative?

Conclusions are presented by the medical desice from input data?

Conclusions are presented by the medical device from acquired data?

Conclusions are presented by the medical device from the algonthm s used?
Conclusions are presented by the medical dewvice from input or acouired data, the algorthms vsed and confidence lirmits?

/A

/A

A1

). Is the medical device intended for vsein comjunction with medicines or other medical technologies? A Oxygen regulators

A3

). Are there wnwanted outpits of energy or substances?

7|

| Z

Mioise?

Wibration?

Heat?

Fadation?

[onizng?
Mon-ionizng?

Ultrarinlet?

Wisihle?

Infrared?

Contact termperatures?

Leakage currents?

Electric fidds?

Ilagnetic felds?
Drischarge of chernicals?

Discharge of waste products?

Drischarge of body fluids?

Mia

/A

A4

). Iz the medical dewice susceptible to environmental mfhiences?

Operational?

Transport storage environments?

Light?

Temperatire?
Wibrations?

apillage?

susceptibiity to watiations in power?

susceptibdity of cooling supplies?

Flectromagnetic interference?

/A

Mia
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A215 (). Does the medical device influence the enviromment? M M
The effects on power supplies?
The effects cooling supplies?
Frmission of toxc materials? R Hes
The generation of dectromagneic interference?
A2 16 (). Arethere eszential consunables or accessories associated with the medical denice? M M
AL (). Iz mainterance andfor caibration necessaty? M M
Carned ot by the operator?
Carned ot by the user?
Carried ot by a specialist? (IWanufachurer) MYA MYA
Are sperial substances necessary for proper mamtenance andfor calibration?
I5 specal equipment necessary for proper mamtenance andfor calibration?
A28 (). Does the medical device contain software? M M
[z zoftware intended to be installed?
Iz zoftware miended to be verified? MiA MiA
Iz zoftware mtended to be modified?
4.2.10 ). Does the medical device have a restricted shdf-life? M M
Labding?
Indicators? /A /A
The dispozal of such medical desices?
A2 (). Arethereany ddayed and/or long-term use effects? M M
Frgonomic?
Cumulative effects? H b
A2 ). To wiat mechanical forces will the medical device be subjected? A MNeglioible i nortnals use, M M
Under the contral of the user?
Controled by interaction with other persons? bl Bt
A2 (). What determmines the ifetitne of the medical desice? A Clarity and damnage to plastics ¥ H
Ageing? ¥ H
Battery depletion? M M
Uszer care? T M
A2 (). Iz the medical dewice intended for single use? M M
A2 H (). Iz zafe decornmmissioning or disposal of the medical device necessary? ] M
Droes it contamn toesc mateal? MiA MiA
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Droes it contain ramrdous material?

Droes it contain recyclable material?

A2ES

(). Does installation or use of the medical desice require special trainmg?

A 206
AT

). Will new manufachiring processes need to be established or mtroduced?

(). Iz successful application of the medical device critically dependert on hirman factors such as the user interface?

a7

(). Does the medical device have cormecting patts or accessories?

i el d B

s

Contiectiohs?

Contection force?

Feedback on commection integrity?

Orrer tightening?

Under tightening?

Spacing?
Coding?

Grouping?

Mia

/A

A 2471

(). Does the medical desice have a control interface?

Mapping,

Modes of feedbaclk?

Blunders?

Ships?

Control differentiation?
Wisibility?

Direction of actsration or clange?

Atre the controls contitnoms?

&te the controls discrete?

The reveraibility of settings or actions?

Mia

/A

AL S

(). Does the medical desice display information?

Wisihility in warious enwironments?

Crientation?
Populations and perspectives?

The clarity of the presented information?

Units?

Colmr coding?

Theaccessibiity of crtical mformation?

/A

Mia

TMevin Rush\CE File\CE files curert\Headb odCF File H eadbox 2004E. Risk Andysaia' BN 14971 Annexe ANVE Rigk Management B310O7T] Armex & Headboxdoc

Fages

2310304

Explanation : 1 = Insigrificant, 2 =Tolerable, 3 = Crtical, 4 = Intolerable. Owerdll tisk caloalated as product 1 —16. See Risk Management Policy & D efiritions.




MVIAMED

HEADBOX — CE FILE

A.2374

(). Iz the medical dewice contralled by a mem?

Compleaty?

Mutmber of layers?

Sarareness of state
Location of settngs?

Mawigation method?

Mummber of steps per action?

Bequence?

Clartty and memorzation problems?

Impaortance of control fixction reative to ts accesahility?

Mia

/A

A28

(). Is the medical dewice intended to bemobile or portable? A Portable

Grrips?

Handles?

Wheels?

Brales?

Iecharical stahilits?

z|z| z| 2| 2| z| =

Ilecharical durahilty?

| =l Z == E =
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