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Medical Device/Equipment ALERT 

 MDEA(NI)2004/63  
d: 20 December 2004  

NORTHERN
IRELAND 
ADVERSE 
INCIDENT 
CENTRE

   

 IMMEDIATE ACTION  
For: ACTION 9 

UPDATE   
INFORMATION REQUEST   

Section
cal Device/Equipment:  
sus Limited alternating pressure therapy systems. ► ① 

lem:  
f therapy due to power management unit failure, caused by overheating of an internal 
nent. 

► ② 

n by: 
e involved in the supply, maintenance or use of these devices. ►  ③
n: 

ntify whether device is affected (check serial number). 
firm whether device is under maintenance contract with Pegasus Limited. 
tact Pegasus Limited to arrange modification of power management unit. 

►  ④

ibuted by NIAIC to: 
ief Executive of each HSS Board  
ief Executive of each HSS Trust 
ief Executive of each Agency 
AIC Liaison Officers 

 
►  ⑤

   
acts 
 of manufacturer contacts, NIAIC contacts for technical aspects. ►  ⑥

back Requirements to NIAIC 
►  ⑦

This Alert is on our web site: http://www.dhsspsni.gov.uk/niaic 
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1.  DEVICE/EQUIPMENT:  
P
 

egasus Limited alternating pressure therapy systems as follows: 

Model Serial numbers affected 
Bi-Wave Plus All units 
Bi-Wave Carer BC100000 to BC105142 
Cairwave 100000 to 106901 
Trinova TR100000 to TR104379 
Viaclin OV7000 to OV12761 
 
The affected part is the power management unit, which is likely to be connected to a mattress, but might 
alternatively be connected to an alternating pressure cushion which is sold as an accessory. 
The serial number is located on the back of the power management unit. 
 

2. PROBLEM:  
NIAIC have been made aware of several incidents involving failure of the power management unit.  
Overheating of an internal component has caused the air pump to stop and, in some cases, smoke to be 
emitted.  Pegasus Limited have informed MHRA that in the event of such a failure the unit’s alarm will 

ctivate, and mattress deflation will take several hours. a
 
Pegasus Limited have identified the cause of the failure, and introduced modification kits for installation 
within the affected units. 
 
3. ACTION BY:  
All those involved in the supply, maintenance or use of these devices. 
 

4. ACTION:  
•   Identify any affected devices by model name and serial numbers given above. 
•   Affected devices that are under maintenance contract with Pegasus Limited, or rented from them, 

will be modified during routine maintenance.   
•   Inform Pegasus Limited (02392 784271 or 02392 784311) of any affected devices that are used in 

settings where there may not be anyone to respond to a failure, as these will be given priority for 
supply of modification kits.  Also contact Pegasus Limited to arrange a service visit if the 
maintenance agreement is not with them, or if there is any doubt. 

•   Pegasus Limited have advised MHRA that affected devices do not need to be taken out of service 
whilst awaiting this modification but, if failure occurs, mattresses should be set to transport mode 
and disconnected from the power management unit. Failed power management units should be 
withdrawn from service immediately. 

• Technical details of the necessary modification are available from Pegasus Limited in their notice 
PEG TAN A/018D/04, which is also available an Appendix at the end of this document. 

 
5. ONWARD DISTRIBUTION TO: 

 

Please bring this notice to the attention of all who need to know or be aware of it.  This will include 
distribution to: 
• Liaison Officers 
• Risk Managers 
• Health & Safety Officers/Advisors 
• Clinical Governance Leads 
• Device Managers 
• Estates Managers 
• Occupational Therapists 
• Medical Directors 

• Supplies Staff (RSS) 
• Tissue Viability Nurses 
• Intensive Care 
• Independent Health and Social Care Providers – 

Private Clinics, Residential and Nursing Homes 
through HSS Board R&I Units  

• Clinical Directors 
• Nurse Directors 
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6. CONTACTS:  
Enquiries to the manufacturer should be addressed to: 

 Local Agent (N. Ireland) 
Arjo  
7 Business Park 
19 Heron Road 
Belfast  
BT3 9LE 
 
Tel:       028 9050 2000 
Fax       028 9050 2001 
 
e-mail         glen.rainey@arjo.co.uk 
                   lucy.maxwell@arjo.co.uk 

After Sales Technical Support, 
Pegasus Limited 
Pegasus House 
Waterberry Drive 
Waterlooville 
Hampshire 
PO7 7XX  
Tel: 02392 784 271 
 02392 784 311 
Fax: 02392 784 250 
 
E-mail: techsupport@pegasus-uk.com 

 
Enquires to NIAIC should quote reference number MDEA(NI)2004/ 63and be addressed to: 
Northern Ireland Adverse Incident Centre (NIAIC) 
Health Estates 
Estate Policy Directorate 
Stoney Road 
Dundonald 
Belfast BT16 1US 
 
Tel: 028 9052 3868 
Fax: 028 9052 3900 
Email: NIAIC@dhsspsni.gov.uk 
 

 

 
7. FEEDBACK:  
None required. 
 
 
 
  
  
  
  
  
Robert Sergeant Robert Sergeant 
NIAIC Operational Manager NIAIC Operational Manager 
  

Adverse Incidents relating to medical devices, n
Advice on how to report is given in MDEA(NI)20
contact NIAIC using the telephone number pro
NIAIC website at www.dhsspsni.gov.uk/niaic 

Heath Estates is an Executiv

 
 

HOW TO REPORT ADVERSE INCIDENTS 
on-medical equipment, plant and buildings should be reported to NIAIC as soon as possible.
04/01. If you are in doubt about how to report incidents, please speak to your liaison officer or
vided. Adverse Incident reporting forms and an on-line reporting facility are available on the

 
 

e Agency of the Department of Health, Social Services and Public Safety 
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Issuer MF/ASTS X

A
 PEG TAN A /018D/04

Figure 1 – Affected Units ECU Figure 2 – Non-Affected Units ECU

 Action

During any visit to a unit such as routine maintenance visits, breakdown, warranty call, or
service turnaround the varistor (in-line suppressor) must be incorporated and the existing
capacitor examined for any signs of deformation. Any capacitors exhibiting such signs are to
have the ECU replaced free of charge and the removed ECU is to be returned Head Office
(address details are contained on the last page of this Technical Advice Note).

Pegasus will free-issue a number of ECU’s and modification kits to our Service Centres.

Customers requiring either the modification kits or revised ECU’s are to contact Pegasus
Customer Services Department (details on the last page of this Technical Advice Note).
Modification kits and varistor (in-line suppressors) are available free of charge. Please note:
Customers requiring ECU’s will be requested an appropriate order no as these will be charged
accordingly until Pegasus receive the returned ECU’s, at which time a credit note will be
raised.

To ensure the accurate fitting of the varistor (in-line suppressor) please be sure to use the
correct modification kit which includes relevant instructions as detailed below (see table 1).

TABLE 1.

VARISTOR MODIFICATION
Product ECU Number Varistor Adaptor Loom

Modification Kit Number
Fitting

Instructions
Bi~Wave (5202) & Viaclin (2503)
Bi~Wave (5201)

PEC5628
PEC5629

MOD17029 LFT17030

Cairwave (7303) PEC14279 & PEC5638 MOD17031 LFT17032
Trinova (7101) PEC5322 MOD17033 LFT17034
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 Serial Numbers Affected

Bi-Wave Carer – BC100000 to BC105142
Bi-Wave Plus  - BP1000 to BP7832
Viaclin – OV7000 to OV12761
Cairwave – 10000 to 106901
Trinova – TR100000 to TR104379

 Procedure

For any of the affected units, a varistor loom modification kit must be incorporated into these
units. During the fitting of the loom, an examination should be carried out on the unit’s ECU
board, paying particular attention to the large X2 capacitor fitted to the board. If there is any
damage to the capacitor i.e. any warping, discoloration or deformation then the ECU must be
replaced together with the addition of the correct varistor modification kit.

 Testing

When either / or a varistor modification kit or new ECU is fitted the ‘Equipment Maintenance’
procedure (this section is found in each PMU Service Manual) must be carried out.

Product Leaflet Number Section

Bi~Wave (5202) LFT5172 6.2
Bi~Wave (5201) LFT4066 6.2
Viaclin (2503) LFT5614 6.2
Cairwave (7303) LFT4622 or LFT14380 (dependant on unit serial number) 6.2
Trinova (7101) LFT5424 6.2

 Close Up

Record on Service Engineering Report (SER) or Workshop Engineering Report (WSER) that the
modification has been carried out on the equipment.

 Contact Details

Pegasus Limited Dedicated contact numbers for enquiries:
Pegasus House 02392 784271
Waterberry Drive 02392 784311
Waterlooville
Hampshire For further technical enquiries please contact the
PO7 7XX. After Sales Technical Support team.
Telephone: 02392 784200 Telephone: 02392 784200
Fax:            02392 784250 e-mail: techsupport@pegasus-uk.com
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