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Patient safety alert

Promoting safer measurement and
administration of liquid medicines via

oral and other enteral routes
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Action for the NHS

1 Design and supply of syringes used to administer oral liquid medicines

e Only use well-labelled oral and enteral syringes that cannot be connected
to intravenous catheters or ports to measure and administer oral liquid
mecdicines.

¢ Do not use intravenous syringes to measure and administer oral liquid
medicines.

e Iake sure stocks of oral and enteral syringes are available in all dinical areas
that may need to measure and administer oral liquid medicines in a syringe.

e |f patients or carers need to self-administer oral liquid medicines with a syringe
then supply them with oral or enteral syringes.

2 Design of enteral feeding systems

e Enteral feeding systems should not contain ports that can be connected to
intravenous syringes or that have end connectors that can be connected to
intravenous or other parenteral lines.
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Safer Enteral Devices
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THE AGONY OF HINDSIGHT

Wayne Jowett - 2 February 2001

Vincristine inadvertently administered : L -
Y Bupivacaine inadvertently administered

intrathecally intravenously

Bupivacaine and fentanyl inadvertently

Joseph Gibbs - February 2007
administered intravenously

"We just hope something gets done now within the industry. It's so fundamental.’
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B Don Berwick
Institute For Healthcare Improvement

Not again!

Preventing: evvors lies in redesign—not exhortation

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.

National Patient Safety Agency

(U N

Reional Patieat Safety Ageacy

Health Service Circular

Rapid Response Report

2cube 209 WSK TR RN
20ctober 285
Qe

11 et 108
Agxe ’

DT T g Vi kid Minkag Pt Adoesent Uns
Updated National Gudance on the Safe - . eiia
Administration of Intrathecal Cgejnc[he;apy -E‘;?iié?'.l‘it?fiﬂﬁﬁ‘:& e s a0 o0 o ooy et

3 NG VRS 196 I 0NEEE ) IS A3 PN Y NS e e s e

Detoder 2003




National Patient Safety Agency

[VHS |

National Patient Safety Agency

Patient safety alert 19

Promoting safer measurement and
administration of liquid medicines via

oral and other enteral routes

The Natoral Fabert Satety Agency INPSA) 18 adviung hesithcare crganisatocs

on now the deugn of medcal devices ang the methods used 1o mesure and
admewster oral igad medcres® can mmorove pahent safety

A revew of data from the NPSATS Nabonal Reportng and Leaming System
(NALE) showys 33 patient satety nOdents Imahing Noawencus adminstration
of oral iquid meciones between | lanuary 2005 and 31 May 2006
Incomect raravenous aomenstrabon of oral Sgud medones has resulied in
wree reporied deaths Detween 2001 and J003 1 and these are reports of
er four nOderTs af hanm O Heat mases Detween 1957 and 2004 47 This rek nae
Deen recogrised in the Department of Hesith report Susing a safer 245 for
paneTes. TGOS mecication safet® and m ather pubiicatons wordwide 314

28 March 2007 Action for the NHS and the independent sector

Putting Patient Safety First

National Patient Safety Agency

Royal College Epidural Audit

- Technical solutions, such as

non-interchangeable W

connections, should be PG S

At

e
pursued with vigour, but must i
encompass the whole system

from fluid reservoir to patient. y
CENTRAL NEURAXIACED

INIHE UNITEBIKINEO B "
+ They should only be - r
introduced after careful ~
assessment that they
themselves do not introduce
problems as a result of
‘unintended consequences’.
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Wrong route incident type

Number of incidents

Epidural medicine administered by the intravenous route 9
Intravenous medicine administered by the epidural route 9
Intravenous medicine administered by the regional 3
anaesthetic route

Regional medicine administered by the intravenous route 1

National Patient Safety Agency

House of Commons Health Committee: Patient Safety

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 atimely fashion.

House of Commons Health Committee

Patient Safety Sixth Report of Session 200809, Volume | HC 151-I, The Stationery Office Limited, 3 July 2009
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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.

NHS

National Patient Safety Agency

Small-bore connectors for liquids and gases in healthcare
applications — Part 1: General Requirements
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— Part 1: General Requirements
— Part 2: Connectors for breathing systems and dniving gases applications

— Part 3: Connectors for enteral applications

— Part 4: Connectors for urethral and urinary applications
— Part 5: Connectors for cuff inflation applications

— Part 6: Connectors for neuraxial applications

Putting Patient Safety First

l NHS
National Patient Safety Agency

A two step process is required

Standardised single design

Safer devices

Putting Patient Safety First
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External Reference Group for Neuraxial Devices

Depart of Health and Social
Welsh Assembly Government Sefvices _ Northern Ireland Department of Health — England

Royal College of Paediatrics and Child Health i
4 g Royal College of Anaesthetists ~ R0yal College of Midwives
College of Operating Department

Practitioners Royal College of Nursing NHS Supply Chain

National Network of Clinical Cancer network nurse

Procurement Specialists Association of Paediatric Anaesthetists

Association of Anaesthetists of

Great Britain and Ireland National Patient Safety Agency

Cancer network Pharmacist

Association of Obstetric Anaesthetists British Anaesthetic and Recovery Nurse Association

Barema where appropriate Medicines and Healthcare Products Regulatory Agency
Cancer network Suppliers of medical devices where
Doctor appropriate

Representative from the UK delegation

i . to the ISO Standards group
WHO World Alliance For Patient Safety

Association of Healthcare Industries where appropriate
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Spinal Epidural
Spinal syringes Spinal/epidural needles
Drawing-up needles Epidural syringes
Drawing-up syringes Drawing-up needles
Spinal filters Bacterial filter
Spinal manometers Epidural catheters
Spinal catheters Epidural administration sets
Spinal administration sets Infusion bags/bottles

Infusion bags/bottles

10



National Patient Safety Agency

Equipment types

Regional

- Regional syringes

- Drawing-up needles

- Regional catheters

+ Wound perfusion catheters

- Regional administration sets
+ Infusion bags/bottles

A Patient Safety Alert
NPSA/2009/PSAD0SA

Alert  2:november 2009

Safer spinal (intrathecal),
epidural and regional
devices - Part A

From 1 April 2011 all spinal (intrathecal) bolus
doses and lumbar puncture samples should be
performed using syringes, needles and other
devices with connectors that will not also
connect with intravenous equipment.

NS organizations will nead 1o rewew and update thee purchasing
polices, procedures and dinical protocols to indude the use of
specfied deaces with safer connectors. NHS organisations should not
request further orders for non-complant devices

six months before the | Apnl 2011 implementation date

These dcncc; with w_‘.:f connactors are not currently avadable. By

National Patient
Safety Agency

National Reporting
and Learning Service

Action by all
organisations

in the NHS and
independent sector
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NPSA/2009/PSA0048
Alert  2anovember 2009 National Reporting

and Learning Service

Action by all
organisations
in the NHS and

Safer spinal (intrathecal),
epidural and regional

independent sector
— An executive director,
devices - Part B e T
From 1 April 2013 all epidural, spinal (intrathecal) SNECIUNG wering oA
and regional anaesthesia infusions and bolus mmﬁ'ﬁﬁm for
doses should be performed with devices with Safety” initiative to ensure that:
connectors that will not also connect with by 1 April 2013

intravenous equipment.

NHS organkations will need 1o review and update ther puichasng
polices, procedures and clinkat pratocols 10 mclude the use of
request further orders for non-compliant devices six months before
the 1 April 2013 implementation date.

ol epidural, spnal Untrathecal)
and regonal infusions and
boluses are performed wath
dewces that use safer connectors
that will not connect with
INravenows Luge Connectorns or
INAVENOUS INTLUSION SPikes
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Connector designs
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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

«BD! Univia

Luer male to Univar

Current luer Univar Univar male to luer
female female

1r

& BD [t Univia

Safety spinal needle Conventional spinal needle
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CorrectInject® Safety System — Spinal Solution

Correctlnject®
Filter Needle

Correctlnject® - I . :

Syringe (3ml, 51111{. ,
& 10ml) % '
{ L CorrectInject®

b\“‘\ White Transport Cap
T ’

S

Correctlnject® Spinal Needle (22-
O0mm & 115mm)
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Surety connectors
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|_NEURAXIAL
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UK Market — Spinal Needles

m BD
‘ B Pajunk

M Vygon
B Polymedic
- ® Others
Surety — Connector consortium
Polymedic '
BBraun .- \ BD
t 1
Sarstedt Surety )
Pajunk & e
~ New market entrants
Vygon
Aspen Medical . . Flexicare
) 5 connector designs in Neurax B-link
Rocket Medical response to NPSA Alert Smiths
Putting Patjent Safety First
NHS
 — National Patient Safety Agency
UK Market Epidural Needles
‘ 1 N Smiths
. u Others
Surety — Connector consortium New market entrants
Polymedic
- Flexicare
BBraun Neurax B-link
Sarstedt BD
Pajunk 5 connector designs in
Vygon response to NPSA Alert

Putting Patient Safety First
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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

[T,"":j

National Patient Safety Agency

Issue i
implermentation of

Fet devices with safel

2011 connecors r

Technical and usability
information to ipport
asers select new

The NPSA External Refarence Group
on Neuraxial Devices has advised that
NHS clinicians and othaer healthcare
staff wish to be well informed about
new devices with safer connectors
coming onto the UK market

The group has recommended that
suppliers should provide the NHS with
indepeandent technical and usability
test results of new devices, that will
assist the procurement process.

18
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Chnical simuiation test results using an

anatomically realistic spinal trainer
Technical laboratory testing results manikin should include four simulated
should include: clinical settings:

measurements of key spinal anaesthesia,

dimensions, for consistency epidural anaigesia and

of manufacturs; anaesthesia

security of connection; intrathecal chemotherapy.

ease and force of separation; lumbar puncture.

leakage tesls;

ease of thread engagement; Simulation results from the clinical

cross connectivity with Luer settings above should include:

and other small bore

connectors, clinical acceptabllity,

microbiological integrity user satisfaction;

testing of prefilled syringes. cross connectivity with Luer
and other small bore
connectors.

INHS

National Patient Safety Agency
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Rapid Response Report

NPSA201 /RRRXX

From reporting to learing

DRAFT
Minimising Risks of Mismatching Spinal, Epidural and Regional Devices With

Incompatible Connectors
Issue
Spinal, epidural and regional devices r*l annect w f.f infravenous equipment are being
placed on the market by industry in r S ety Ale i n 2009 Although the use of
thes s wil minimise the nsks of ars, it s essent & s are in piace fom 52
mis-selection and supply of dev connectors fiat could cause delay in chnical g
and ham patients. The NPSA has recenty patient safely incident, where 3 spinal needle
wrong connector was supphied and used in enror.

with safer conne

chors that we

20
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. Alert healthcare staft who order, receive, transport, restock and clinically use spinal, epidural and
regional devices of the risk of mis-matching connectors

. Check cument stocks of spinal, epidural and regional devices to ensure these devices are
compatible.

. Amend written distribution and clinical procedures and establish training programmes for staff to
confim the identity of the connectors used in devices. Checks should not solely rely on catalogue
code numbers. The term “Luer’ and where safer connectors are fitted, the device trademark should
be used identify different connector designs. Currently Correctinject. Hall Lock, Neurax, Surety,
Univar are trademarks being used. Only devices with the same connector descriptors are
compatible. In addition other design elements such as colour, text and symbols should assist
users idenify the type of connector used in the device.

. Use procedure packs where feasible and appropriate to ensure that all the devices required for a
specified procedure are compatible and readity available

. Apply additional kabels, to clearly identify the connector design, to devices where the manufacturers
labelling, packaging and shipping carton provides insufficient differentiation.

. Require clinical staff to check that all devices for a procedure are fitted with the same connector
design hefore commencing the procedure,

National Patient Safety Agency

Possible Non-Luer symbols
Version 0.1 - 24/10/2011

Correctinject

Hall Lock
Neurax

Surety

Univar

21
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New non-1V infusion spike design

‘NonivLok’

Chapter

Putting Patient Safety First
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Target implementation dates
| for the NHS

« Part A — Spinal bolus / lumbar puncture
< 1t April 2012
+ Part B — Epidural, Spinal Infusions, Regional
Anaesthesia
- 18t April 2013
< Ongoing Commitment for the initiative
© Health Ministers

- Department of Health
+ NHS Commissioning Board

Putting Patjent Safety First
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