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Implementing Medical Devices 

With Safer Connectors 

David Cousins 

Head of Patient Safety  

Medication Practice and Medical 

Devices 

The ‘Universal’ Connector 
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Safer Enteral Devices 
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Device connectors & infusion spikes 

Wayne Jowett - 2 February 2001 Mayra Cabrera - 11 May 2004  

THE AGONY OF HINDSIGHT 

Bupivacaine inadvertently administered  

intravenously  

Vincristine inadvertently administered  

intrathecally  

Bupivacaine and  fentanyl inadvertently 

administered intravenously 

Joseph Gibbs - February 2007 

‘’We just hope something gets done now within the industry. It's so fundamental.’ 
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The answer is surprisingly mundane. It is this: we are human, and 

humans err. Despite outrage, despite grief, despite experience, 

despite our best efforts, despite our deepest wishes, we are born 

fallible and will remain so. 

 

The remedy is changing the system of work and better design.  

Don Berwick 

Institute For Healthcare Improvement 
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Royal College Epidural Audit 

• Technical solutions, such as 
non-interchangeable 
connections, should be 
pursued with vigour, but must 
encompass the whole system 
from fluid reservoir to patient.  

 

• They should only be 
introduced after careful 
assessment that they 
themselves do not introduce 
problems as a result of 
‘unintended consequences’. 
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NRLS incident reports 
1st January 2008 – 31st July 2009 

Paragraph181  

 

We are alarmed at the lengthy delay in implementing Professor 

Toft’s 2001 recommendation regarding the development of spinal 

needles that cannot be connected to a Luer syringe. It is totally 

unacceptable that an identified and simple technical solution to a 

catastrophic problem should take so long to be put into practical 

use. The Chief Executive of the NHS must explain why this delay 

has taken place and ensure that such delays never occur again. It is 

unacceptable that the NHS does not have a mechanism to ensure 

that changes such as this, which impact seriously on patient safety, 

occur in a timely fashion. 

House of Commons Health Committee: Patient Safety 

House of Commons Health Committee 

 Patient Safety Sixth Report of Session 2008–09, Volume I HC 151-I, The Stationery Office Limited, 3 July 2009 
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2000 

European Standards Agency - CEN 

 • DS DS/CEN/CR 13825  

• Luer connectors - a report to CEN Chef from 

the CEN forum task group ”Luer Fitting”.  

 

• Luer connectors should be restricted to 

intravenous and hypodermic devices.   

 

ISO TC 210 
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A two step process is required 

Safer devices  

Standardised single design 
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Department of Health – England 

Royal College of Anaesthetists 

Cancer network nurse Association of Paediatric Anaesthetists 

Cancer network Pharmacist 

British Anaesthetic and Recovery Nurse Association 

Medicines and Healthcare Products Regulatory Agency 

NHS Supply Chain 

Representative from the UK delegation 

 to the ISO Standards group 

National Patient Safety Agency 

Welsh Assembly Government 

External Reference Group for Neuraxial Devices  

Association of Anaesthetists of 

Great Britain and Ireland 

Association of Obstetric Anaesthetists 

Royal College of Paediatrics and Child Health 

Royal College of Nursing 

Royal College of Midwives 

College of Operating Department 

Practitioners 

Cancer network 

Doctor 

WHO World Alliance For Patient Safety 

Association of Healthcare Industries where appropriate 

Barema where appropriate 

Depart of Health and Social 

Services – Northern Ireland  

National Network of Clinical 

Procurement Specialists 

Suppliers of medical devices where 

appropriate 

Equipment types 

Spinal  

• Spinal syringes 

• Drawing-up needles 

• Drawing-up syringes 

• Spinal filters 

• Spinal manometers 

• Spinal catheters 

• Spinal administration sets 

• Infusion bags/bottles 

Epidural 

• Spinal/epidural needles 

• Epidural syringes 

• Drawing-up needles 

• Bacterial filter 

• Epidural catheters 

• Epidural administration sets 

• Infusion bags/bottles 
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Equipment types 

Regional 

• Regional syringes 

• Drawing-up needles 

• Regional catheters 

• Wound perfusion catheters 

• Regional  administration sets 

• Infusion bags/bottles 

 



12 

Connector designs 

Female to Males Male to Female 

Neurax – B-link 

BD 

Smiths 

Flexicare 

Surety 

http://www.google.co.uk/imgres?imgurl=http://weilusujian.com/Images/Luer_Drawing.jpg&imgrefurl=http://weilusujian.com/html/Luers.html&usg=__hg4_KiQ_05PKOS1kEKmjxB6TnQQ=&h=74&w=108&sz=3&hl=en&start=3&sig2=Q2u8LswgGvB8_pGeGyw5Fw&zoom=1&tbnid=c9wGlp1Rw24qdM:&tbnh=58&tbnw=85&ei=QCBjTtGAOoKW8QOy0tSNCg&prev=/search?q=luer+drawing&um=1&hl=en&sa=N&tbm=isch&um=1&itbs=1
http://www.google.co.uk/imgres?imgurl=http://weilusujian.com/Images/Luer_Drawing.jpg&imgrefurl=http://weilusujian.com/html/Luers.html&usg=__hg4_KiQ_05PKOS1kEKmjxB6TnQQ=&h=74&w=108&sz=3&hl=en&start=3&sig2=Q2u8LswgGvB8_pGeGyw5Fw&zoom=1&tbnid=c9wGlp1Rw24qdM:&tbnh=58&tbnw=85&ei=QCBjTtGAOoKW8QOy0tSNCg&prev=/search?q=luer+drawing&um=1&hl=en&sa=N&tbm=isch&um=1&itbs=1
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Current luer           Univar                                
Luer male to  

Univar 

female 

Univar  

male to luer 

female 

Univia 

Safety spinal needle                Conventional spinal needle   

Univia 
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CorrectInject®  Safety System – Spinal Solution 

CorrectInject®   

Filter Needle 

CorrectInject®   

Syringe (3ml, 5ml, 

& 10ml) 
CorrectInject®   

White Transport Cap 

CorrectInject®  Spinal Needle (22-

27G PP / 90mm & 115mm) 
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Surety connectors 

   designed to prevent misconnections 
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• Haptic perception 

• Visual shape 

recognition 

• Colour recognition 

 



17 

Surety – Connector consortium 

Polymedic 

BBraun 

Sarstedt 

Pajunk 

Vygon 

Aspen Medical 

Rocket Medical 

UK Market – Spinal Needles

BD

Pajunk

Vygon

Polymedic

Others

BD 

Surety 

Flexicare 

Neurax B-link 

Smiths 

 

New market entrants  

5 connector designs in 

response to NPSA Alert 

Surety – Connector consortium 

Polymedic 

BBraun 

Sarstedt 

Pajunk 

Vygon 

New market entrants  

Flexicare 

Neurax B-link 

BD 

5 connector designs in 

response to NPSA Alert 
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Process to place new medical 

devices on the UK market 

EU Medical Devices Directive 

CE Mark 

 

The amount of clinical testing is NOT = to that required for 

medicines 

 

For new critical devices – like neuraxial devices – more 

clinical testing information is required by purchasers 
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Technical and usability testing information 

The first patient safety incident with 

a spinal needle with a safer 

connector 
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New non-IV infusion spike design 

‘NonivLok’ 

 
Chapter 

 

Target implementation dates  

for the NHS 
• Part A – Spinal bolus / lumbar puncture 

• 1st April 2012 

• Part B – Epidural, Spinal Infusions, Regional 

Anaesthesia  

• 1st April 2013 

• Ongoing Commitment for the initiative 
• Health Ministers  

• Department of Health 

• NHS Commissioning Board 


