
 

Medical Device/Equipment ALERT 
 

Ref.MDEA(NI)2008/049    
Issued: 1 st July 2008                
 

   

For: IMMEDIATE ACTION � �
 ACTION �
 UPDATE �
 INFORMATION � �
 
 
 Section  

Medical Device/Equipment:  
Gambro and Hospal blood sets (lot numbers 0806 – 0817) � �  

Problem:  
Gambro has identified the potential for a total or partial occlusion of the arterial (red) and/or 
venous (blue) dialyser connectors of these blood tubing sets. This is due to a moulding defect. 
 

� �  

Action by: 
All renal unit staff. �  �  

Action:  
Verify if product (box/single package) has a green dot on packaging. 
If no green dot is present on the blood tubing sets: 
• remove set from packaging and visually inspect sets prior to use to check for occlusions 
• if inspection shows set is occluded DO NOT USE THE SET 
• quarantine device and contact Gambro for replacement. 
 

�  �  

Distributed by NIAIC to:  
 Chief Executive of each HSS Board  

Chief Executive of each HSS Trust 
Chief Executive of each Agency 
NIAIC Liaison Officers  
 

 

�  �  

 For onward distribution see Section 5   

 
Contacts 
Details of manufacturer contacts and NIAIC contacts for technical and clinical aspects. 
 

�  �  

Action deadlines for the Safety Alert Broadcast Sys tem for 
HPSS Trusts (SABS) 

Acknowledge Receipt of Alert: 
2rd July 2008 

Action Under Way: 
3rd July 2008 

Action Complete: 
21st July 2008   

�  �  

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

 
 
 
 



 
 
  
1.  DEVICE/EQUIPMENT:  

Gambro and Hospal blood sets (lot numbers 0806 – 0817). These sets are used on Gambro 
Integra, BSM and AK series haemodialysis machines, as well as with other non-Gambro machines. 

 

  
2. PROBLEM:  

Gambro has identified the potential for a total or partial occlusion of the arterial (red) and/or 
venous (blue) dialyser connectors of these blood tubing sets. This is due to a moulding defect. 

 

3. ACTION BY:  
All renal unit staff. 

  
4. ACTION:  

If your product (box/single package) has a green dot (see Appendix for details), this indicates that it 
has been inspected by Gambro personnel and will not need re-checking. 
For product without the green dot, open the package and visually inspect the sets as follows: 
(1) Remove cap from the red and blue connectors and inspect the interior of both coloured 
connectors for a partial or total occlusion (see figures 1 and 2 for examples). 

  
Figure 1. Partial Occlusion red connector      Figure 2. Total Occlusion red connector 
 
(2) If inspection identifies an occlusion in either the red or blue connectors, or in both connectors, 
then DO NOT USE THIS SET. 
 
(3) If the inspection shows the set has no occlusion in either the red or blue connectors, the set is 
then safe to use (see figures 3 and 4 for examples of non-occluded connectors). 

 
Figure 3. Non-occluded connector                Figure 4. Non-occluded connector 

 
 
 
 
 
 
 



 
 
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: 

·  Equipment stores 
·  Haemodialysis units 
·  Hospital at home units 
·  Intensive care units (adult and paediatrics) 
·  Outpatient clinics 

 

·  Renal medicine departments 
·  Staff supporting patients receiving 

haemodialysis at home 
·  Independent Health and Social Care 

Providers – Private Hospitals and Clinics 
through RQIA 

  
 

6. CONTACTS:  
Enquiries to the manufacturer should be addressed to: 
Ms Claire Hall 
Gambro Renal Products 
Lundia House 
Ermine Business Park 
Huntingdon 
P 
E29 6XX 
Tel: 01480 444 019 
E-mail: Claire.Hall@gambro.com 
 
Enquiries to NIAIC should quote reference number MDEA(NI)2008/049 and 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:  

Action deadlines for the Safety Alert Broadcast Sys tem for 
HPSS Trusts (SABS) 

Acknowledge Receipt of Alert: 
2rd July 2008 

Action Under Way: 
3rd July 2008 

Action Complete: 
21st July 2008   

Robert Sergeant 
NIAIC Operational Manager 

HOW TO REPORT ADVERSE INCIDENTS 
Adverse Incidents relating to medical devices, non-medical equipment, plant and buildings should be reported to NIAIC as soon as possible. 
Advice on how to report is given in MDEA(NI)2007/01. If you are in doubt about how to report incidents, please speak to your liaison officer or 
contact NIAIC using the telephone number provided. Adverse Incident reporting forms and an on-line reporting facility are available on the 
NIAIC website at www.dhsspsni.gov.uk/niaic 

 
 

Heath Estates is an Executive Agency of the Departm ent of Health, Social Services and Public Safety 
 



APPENDIX to MDEA(NI)2008 – 049 
 

            
 
BLD_CC_01_08          Medolla 20-5-2008 

Customer Communication 
 
 

FOLLOW UP TO POTENTIAL GAMBRO - HOSPAL BLOOD SET OC CLUSION 
 
 

On 7 May 2008, Gambro issued Product Safety Notice BLD_FSN_01_08 regarding a potential 
manufacturing defect of Hospal-Gambro Blood Sets. The potential defect is a partial or total occlusion 
(blockage) of the arterial (red) and/or venous (blue) connector to the dialyzer which could pose a risk 
of hemolysis to patients. The prior Product Safety Notice required you to visually inspect each set for 
Integra, BSM and AK series machines and all Gambro sets for non Gambro machines with lot number 
from 0806 included to lot number 0817 prior to connection to the dialyzer. 
 
In parallel to this action, Gambro has performed 100% inspection on all sets in the potentially affected 
lots remaining under Gambro control (i.e., in distribution centres and warehouses). Gambro – Hospal 
sets which have passed the inspection have been released for use. Sets which have been inspected by 
Gambro do not need to be inspected again at your facility. These sets can be identified by a green dot 
on the packaging. As shown in Figure 1, the green dot on a blister pack is located on the printed side 
of the pack to the right of center at the bottom of the labelling. As shown in Figure 2, the green dot is 
located at the left hand side of the paper strip on flow packs when the printing on the strip is readable. 
 
 

 
Figure 1. Blister Pack dot location 
 
 

 
Figure 2. Flow Pack dot location 
 
 



APPENDIX to MDEA(NI)2008 – 049  
 
 
As shown in Figure 3, the green dot is located at the lower right-hand corner of the label on the carton 
of the multiple set packaging. 
 
 

 
Figure 3. Multiple Packaging 
 
 
If there is a green dot on the packaging as indicated in the figures above, no additional 
inspection is required. If there is no green dot, please perform the visual inspection of the blood 
set as described in the Product Safety Notice BLD_FSN_01_08 
We are available to personally answer any questions you may have regarding this issue and the 
proposed actions. Please contact your local Gambro sales office/distributor. 
Yours sincerely, 
 

 
 
Dr Juan Bosch 
Chief Medical Officer 


