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MDA ADVERSE INCIDENT CENTRE (Direct Tel / Fax: 020 7972 8080 / 8109)

Dear Mr Lamb,

We have recently received the attached report from BRADFORD HOSPITALS NHS TRUST BRADFORD
ROYAL INFIRMARY (their ref:) concerning the following device:

Device MONITORS, PATIENT

Iltem SECTION TO ALLOCATE
Model Pulse Oximeter Finger Probe
Batch Number

Serial Number

Please could you investigate this matter and tell us of your findings and any action you propose taking,
liaising with the reporter as necessary. We are content for them to release any samples or devices which
may help your investigation. When requesting any samples, please could you show the reporter a copy of
this letter. Unless we hear otherwise, we will be relaying your response to the reporter.

Unless you are already in correspondence with the MDA regarding the performance of this device model,
could you please provide the following information for our ongoing risk analysis. Please provide answers
as they become available: we realise that in some instances it will not be possible to provide accurate
answers until the investigation is complete.

- is the device involved in this incident CE-marked under any of the medical devices Regulations?
- is the report relevant to any other CE-marked devices that you manufacture?

- have you received any similar reports involving this model in the UK / Europe / worldwide?

- how many of these devices have you sold in the last year in the UK / Europe / worldwide?

- (where applicable) has the analysis of the manufacturing records for this batch indicated any
abnormalities?

If the report is relevant to a CE-marked device, and your investigation reveals that the incident led to, or
could have led to, a death or serious deterioration in health then it will be dealt with under the
requirements for medical devices vigilance.

Yours sincerely
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1. OF REPORT
Trust/Hospital/Unit:
Person making report:
Position:

TelephoneTFax No:

Date and time of incident:

Alternative contacr:

2. DETAILS OF MEDICAL DEVICE
INVOLVED

Cenerie type of medical devies:
* Brand name:

Model/Size:

Serial/Product Code No:
Ratch/Lot No:
Manufacrurer/Supplier:
Contact;

Telephone No:

Does the device or irs labelling bear the ‘CE’marking@/ NGO/ XOT KNOWN

Date of manufacrure:
Date put in use:
Quanticy defective:

Loearion of device now:

3. ADDRESS FOR COMPLETED
FORMS OR ADVICE
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ADVERSE INCIDENT REPORT
Relating fo Medical Devices
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pLo7 9125017

This form should be used for reports of adverse incidenss concerning medical '
devcices, under the terms defined in HSG(93)13. HS(G(93)26 and Safety Notice
MDA SN9401 and SN9601. It should be compieted and submitted withour delay to
the MEDICAL DEVICES AGENCY'S ADVERSE INCIDENT CENTRE ar the address

,gim below. /[ fgﬂ/ﬂ"/ /‘mc /Vf’ ]

Reabory  HosPaRtS T2UST

CPRY L H2D.

Aencer — ECeThNSDICA EDuPASIT SswcsS.
_ DI 7 36412 & W3%

Mo 29" Ol ., ]

AN Srepuen Ldus"uv\

Pu.ls‘?_ Oxnneel  FNGsR Pm .

eponleDd © ohedA”  Preba. Lyl reh
Fugel cbp Shall, woed  cnbs
GUASDA . 3TT S OxenssER. -

TAPE — SRMED M _____ FACER L\f’
Vi W\b <9 > _

Simaan  WATMURE -
_O1S3S 63uSy2.

_ MeDdieat Pl}ysuS DT

Medieal Devices Adency. Adverse Incident Cenrre, Hannibal House, Elephant and

Casile, London SE1 670 Medical Devices Agency

Direer Line: 0171 9/ 2 8080 (messuse service on this number outside office fours)

Pax: 0171 972 8109 2= NQV 20m
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4. NATURE OF INCIDENT OR DEFECT
T Was any injury caused? YES@ — . R -
To whom: PATIENT/STAFF/OTHER = PR

Nature of injuries and treatment ____.// .

Consultant in charge (if known) d“"a&':— p&&_ Can ‘.og._pAqu.gL an__Yha,

Details of incident or defect and wn o p_as Jan ke ZSL'A_ OZ _QMY\-S
loesl action taken: @S, U\d\lﬁrﬂ"—‘l q)—ﬁ e ,qwls"fz'hd\ ?C— O

o
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5. IMPORTANT  Devices which are the subject of this repart and/or have been involved in adverse
incidents should not be inrerfered ith except for reasons of safety or to prevent
loss of patienr related data. Dial setrings, position of taps, switches etc., and other
relevant information should be recorded,

Where the device(s) has/have been used, it/they should be decontaminated, unless
this would destrov material evidence in which case the device(s) should be
enclosed in a suitable container to reduce the risk of infection. Contaminated
items should not be sent through the post. Ad<ice on decontamination is given
in HSG(93)26 and HC(91)33.

For single use decices or consumables oll material evidence, including wrapping
materials and containers, should be preserved and suitably labelled.

The manufucturers of the devices (or their agents) may be allowwed to inspect
them in the presence of a responsible officer but must not be ullowed (0 ierfere

with them, or remove any part, af this stage.

Further adcice on decontomination, desices held in querantine. mumufacturer uccess
to devices or other reluted matters mey be obtuined from the address overleuf. If
you wish to send sumples to the MDA. please sign the declurarion belos:.

6. TRANSFER OF DEVICE TOMDA [ am sending this/these detice(s) 1o vou for investisarion. The device(s) is/are safe¢

(IF RELEVANT] 10 handle and relevant informarion is included on this_form or on the atiached sheet(s),
Method of decontamination used:

Signed: S

Date-

MEDICAL DEVICES AGENCY AN EXECUTIVE AGENCY OF THE DEPARTMENT‘ OF HEALTH
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13/12/2001

MrJ Lamb | Your Re

Viamed Ltd MDA Ref20011105.011-3
15 Station Road

Cross Hills

Keighley

BD20 7DT

MDA ADVERSE INCIDENT CENTRE (Direct tel / Fax: 020 7972 8080/ 8109)
Dear MrLamb
Thank you for your report in connection with the foliowing device:

Device MONITORS, PATIENT

ftermn SECTION TO ALLOCATE

Model Pulse Oximeter Finger Probe
Batch

Serial Number

o far as we are concermed, the file on this report is now closed. However, we shall confinue o
monitor the situation and would welcome details of any additional or similar incidents.

Many thanks for your help in oringing this matter to a conclusion.

Yours sincerely

%'W&M ’b W/
. Tony Sant '
“Manager, Adverse Incident Centre

PLEASE QUOTE OUR REFERENCE IN ANY REPLY
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