
 

Medical Device/Equipment ALERT 
 
Ref.  MDEA(NI)2006/25  
Issued:  13th April 2006  
 

   

 IMMEDIATE ACTION  
For: ACTION 9 

 UPDATE   
 INFORMATION   
 
 

Section
Medical Device/Equipment:  
Baxter Clearlink™ needle-free connector/valve for vascular 
access. 

► ① 

Problem:  
The instructions for use have undergone significant changes, in particular the maximum period 
of use of the device. 

► ② 

Action by: 
All medical and nursing staff responsible for patients with vascular devices.   
In particular, infection control teams and specialist IV nurses. 

►  ③
Action: 
• Ensure that relevant staff are aware of the revised instructions for use contained within the 

manufacturer’s customer letter (see appendix). 
• Review local policies to ensure consistency with the revised instructions for use, 

incorporate changes and modify training. 
• The manufacturer is in the process of incorporating the revised instructions for use into the 

instructions supplied with the device.  Following this action, previous editions of the 
instructions for use should be disregarded and destroyed. 

►  ④

Distributed by NIAIC to: 
 Chief Executive of each HSS Board  

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

Hospices 
►  ⑤

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

►  ⑥
Feedback Requirements to NIAIC 
None required ►  ⑦
 

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

Baxter Clearlink™ needle-free connectors/valves for vascular access.  This includes IV administration and 
extension sets with integral Clearlink™ connector/valve. 
 

When the valve is activated by a device with a male luer fitting, such as a syringe (without a needle) or an 
administration set, the fluid pathway is opened to allow for the administration of fluids or aspiration of blood for 
sampling.  Upon removal of the IV device, the fluid pathway is sealed.    
 

2. PROBLEM:  
The instructions for use have undergone significant changes, in particular the maximum period of use of 
the device. 

 
3. ACTION BY:  
All medical and nursing staff responsible for patients with vascular devices.  In particular, infection control 
teams and specialist IV nurses. 

4. ACTION:  
 Staff should ensure they possess and follow the revised instructions for use provided in the 
manufacturer’s customer letter.  The changes should be incorporated into local policies and training 
provided accordingly. 
 

Staff should pay particular attention to the following aspects of the revised instructions: 
• Clearlink™ valve can be used for up to 100 activations and over a period of 96 hours; replace 

when either limit is reached. 
• Prior to swabbing, ensure that the top of the valve is flush with its housing (not recessed).  Do not 

swab the valve if the downstream clamp is closed or the valve is not flush with its housing as 
ineffective swabbing may result.  Replace the valve if it remains recessed. 

• Clearlink™ valve is compatible with 70% isopropyl alcohol, 10% povidone iodine and 0.2% 
chlorhexidine antiseptic solution.  

• To minimise reflux during flushing of the valve, if an in-line clamp or external clamp is present on 
the extension set or catheter, maintain positive pressure on the syringe while applying the clamp, 
then detach the syringe. 

 
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: 

• Risk Managers 
• Health & Safety Officers/Advisors 
• Clinical Governance Leads 
• Device Managers 
• Medical Directors 
• Clinical Directors 
• Nurse Directors  
• Directors of Anaesthetics 
• Medical, Nursing and Care Staff 
• Ambulance Staff and Paramedics  
• Supplies Staff (RSS) 
• Adult & Paediatric Intensive Care Units 
• Adult & Paediatric Oncology units 
• Anaesthetists 
• Cystic fibrosis Specialist Nurses 
• Nutritional nurse specialists 
 

• Pharmacy Managers 
• Independent Health and Social Care 

Providers – Private Hospitals and Clinics, and 
Nursing Homes through RQIA 

• Operating Theatre Staff 
• Infection Control Staff 
• Accident & Emergency Departments 
• Coronary Care 
• Resuscitation Officers  
• Day Procedure Units 
• Pharmacists 
• Phlebotomists 
• Radiographers 
• Specialist IV nurses 
• Maternity Wards 
• Paediatric Units 
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6. CONTACTS:  
 
Enquiries to the manufacturer should be addressed to: 
 
Derek Martin 
Quality Systems Manager 
Baxter Healthcare Ltd Ireland 
Deansgrange Industrial Estate 
Blackrock 
Co Dublin 
 
Tel:   00353 1 206 5599 
Fax      00353 1 206 5555 
Email:  derek_martin@baxter.com   
 
 
Enquires to NIAIC should quote reference number MDEA(NI)2006/25  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:  
None required 
 
 
 
 
 
 
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)2006/01. 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 Department of Health, Social Services and Public Safety 

mailto:derek_martin@baxter.com
mailto:NIAIC@dhsspsni.gov.uk


 

 Page 4 of 5 pages  
 

Appendix to MDEA(NI)2006/025 
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