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Project/Repair Request Form

Datereferred: ............. Project Number (office use):

Market Resear ch — Please check there are no devices commercialy available prior to referring your project to BIME for

investigation. If thereis, please describe with areferenceto identify thedevice: ...,
DS o T o140 g 1o ] o= ol O
Client Details Referrer Details
Full name: ..., Name ..........cooeee . SIQNG e
Dateof Birth: ...................onnl. M F Profession:
Clinical Diag:....coceuvie i e oT Physio
Home Add: ... Speech Thera Teacher
Nurse Other..................
Department:.......c.ooviiiiiiiiiiii e
SChool Add: ... AdAress. ..o
Home/School td:......... Contact NO:....ovviiiiiie e
For office use only
(OF0 U1 =X o) AN i 0] o U
............................................................... Est. Completion Date............ccoveviieinnes

Date Description of activity MB/SH Time(hr)




RISK ASSESSMENT

Pass Fail n/a
Mechanical
Structural strength d d a
Stability a a a
Moving parts d d a
Trapping of fingers a a a
Electrical
Mains voltage (. (. a
Low voltage d d a
EMC - likely to be susceptible (. (. a
EMC - likely to cause interference d d a
Programmable system (. (. a
Materials
Toxicity of materials (. (. a
Flammability d d a
Corrosion (. (. a
Interface with user
Sharp edges (. (. a
Risk of pressure sores d d a
Infection (. (. a
Vibration / noise a a a
High or low temperature a a a
Could be swallowed a a a
In use
Use in conjunction with other devices O d a
Operating instructions (. (. a
Danger through misuse d d a
Danger through incorrect assembly (. (. a
The device:
a) Has negligible risks when used for the purpose intended a
b) Has acceptable risks when used for the purpose intended a
¢) Has unacceptable risks that need to be analysed in greater depth a
N[0 {3 PP
Signed ... Date ..o
Photo taken? Labelled? Instructions? Database up-to-date?

DECLARATION (tick relevant statement)

L 1 confirm that the correct procedures have been followed and that the device is appropriate and safe for
the use intended.

L | confirm that the deviceis amedical device, and conforms to the Essential Requirements of the
medical devices directive.

L | confirm that the deviceis amedical device, and conforms to the Essential Requirements of the
medical devices directive with the exceptions noted on the accompanying documentation.

SIgNed: .. (Registered Clinical Scientist)




