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Aim

This report, first published in November 2007 and updated in January 2009 with information about a new
alternative device, provides information to support decision making about alternatives to the Graseby
Syringe Driver, following its withdrawal from sale in Australia in October 2007 and the phasing out of
maintenance of existing devices in 2012. A new appendix (2) has been added, with details of clinicians who
have trialled or purchased replacement devices and are willing to share their experiences with those yet to
decide on an alternative device.

The report recognises that the change in availability of the previous industry standard has necessitated, in
the near term, decisions about alternative device purchasing, investment in health professionals’ education
and training and protocols for family and carer training.

A further aim of this report is to stimulate ongoing discussion within the palliative care and aged care sectors
about the role of syringe drivers in the provision of quality care at the end of life across the diverse care
settings in Australia.

Overview

Subcutaneous infusion devices (syringe drivers) are a means of providing symptom control via subcutaneous
infusions of drugs to treat unrelieved pain and other distressing symptoms when other routes are
inappropriate or no longer effective.

Since their introduction in the mid 1970s, syringe drivers have played a role in enabling ambulatory and
home based care outside of the hospital environment, thereby increasing the options of place of care for
palliative patients.

Palliative Care Australia
Alternative subcutaneous infusion devices currently available on the Australian market
Page 1



Since this time the Graseby MS16a and MS26 syringe drivers have been the mainstay subcutaneous infusion
devices in Australia. From October 2007, these devices no longer comply with best practice standards for
contemporary devices as set by the Therapeutic Goods Administration (TGA) and have been voluntarily
withdrawn from the market. While they can no longer be purchased, the manufacturer Smiths Medical has a
formal agreement to continue to provide maintenance and service support for a further five years.

The palliative care sector now has the opportunity to articulate the technical and clinical requirements that
meet the needs of our patients, care settings, and professionals.

This updated report sets out the current availability of devices in Australia.

Why are Graseby syringe drivers no longer available?

Prior to 4 October 2007, when changes to the Therapeutic Goods Administration’s Medical Device
registration process became effective, all companies were required to submit documentation to prove their
products meet all appropriate standards. Smiths Medical International did not believe that the two Graseby
syringe drivers would meet the Australian Standards appropriate to these devices and hence the decision of
Smiths Medical Australasia (SMA) to withdraw the devices from the Australian market. SMA determined
sales of the Graseby MS16a and MS26 syringe drivers would cease at close of business on 3 October 2007.

The TGA has agreed with SMA’s decision and formalised the cancellation of these devices from the
Australian Register of Therapeutic Goods from 4 October 2007. This will prevent any further importation or
supply of these syringe drivers from 4 October 2007. Graseby MS16A and MS26 syringe drivers currently in
the market can continue to be used and the Australian supplier has given an undertaking to continue
servicing existing syringe drivers for at least 5 years.

The role of PCA and CPCRE

In mid 2007, Palliative Care Australia (PCA) became aware that SMA was planning to withdraw the Graseby
MS16a and MS26 syringe drivers from the Australian market.

As the peak body, PCA took an active interest in the withdrawal of these devices, recognising the importance
of the Graseby syringe drivers to the palliative care and aged care sectors. PCA hosted a series of meetings
with the TGA and SMA to determine a plan that would see a smooth transition for the sector from the
Graseby syringe drivers to alternative device(s).

Palliative Care Australia negotiated with TGA and SMA ensuring that although sales of the Graseby MS16a
and MS26 syringe drivers would cease at close of business on 3 October 2007, SMA would continue to
service the devices already in use in Australia for a period of at least 5 years.

Palliative Care Australia partnered with the Centre for Palliative Care Research and Education (CPCRE) in
Queensland to determine a process to provide useful information to clinicians about a replacement product
on the market in Australia currently. The process involved sector consultation around service providers’
needs and collecting information from companies marketing alternative devices.

Palliative Care Australia will continue to monitor the marketplace for alternative devices and inform the aged
care and palliative care sectors of any changes via its website and E-Bulletin.

Palliative Care Australia and CPCRE would recommend that services consult with other key organisations in
their local area about the device that they are choosing to purchase. The use of similar devices within a
local area would enable easy transfer of patients and residents between the acute sector and the community
and lessen the required education and training of staff.

Palliative Care Australia will be advocating on behalf of the sector for recognition of the impact of the
changes and how they can best be addressed.

Sector consultation

PCA in consultation with CPCRE developed a list of 34 criteria (see Appendix One for list of criteria) that are
important considerations for clinicians considering alternative devices to the Graseby syringe drivers. The 34
criteria are listed under six categories:
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e Safety

e  Simplicity

e Cost

e Functionality

e Transferability

e Other
Clinicians from the palliative care sectors and the aged care sectors were invited to identify their top five
criteria for an alternative device to the Graseby syringe driver. Palliative Care Australia advertised this
process through its E-Bulletins and at the Australian Palliative Care Conference in August 2007, and Aged
and Community Services Australia national conference in September 2007.

The top 5 criteria as rated by participants in the survey are listed in the table below.

CATEGORY CRITERION

Simplicity Easy to set up and operate

Functionality Lightweight and easily portable

Suitable in different palliative care settings:

- e Hospital
Transferability e Home
e Residential Aged Care Facility
e Rural
Safety Tamper resistant and tamper evident (through alarms, logs or

physical measures)

Cost Similar to the cost of current devices

What alternative devices are available?

The devices that are reported on are available on the Australian market as at November 2008. However the
information is a snapshot in time and the devices available on the Australian market may change in response
to demand from the sector, as has already occurred since the first version of this report in November 2007.

The following devices have been identified as being available on the Australian market:
e Niki T34 and T34 PCA
e Niki T34L and T34L PCA
e Alaris AD syringe driver
e GemStar®
e CADD Legacy PCA
e CADD legacy 1
e CADD Legacy plus
e Master PCA — patient controlled analgesia syringe driver

e Elastomeric Pump — Infusorn LV & SV, PainBlocker (RAI)

To support decision making by services, Palliative Care Australia invited the companies marketing the
devices to address the criteria identified by the aged care and palliative care sectors, and to ensure that
information was still current in January 2009.
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Information from companies about alternative devices

The following table summarises the responses from companies to the top five criteria plus other relevant information as determined by PCA and CPCRE. This

information has been volunteered by companies and has not been verified for accuracy by PCA and CPCRE. The information in the following table does address the
major concerns of the services and will provide a tool to assist in their decision making.
For the full report on these devices with comments against all 34 criteria please see Appendix 1.

Niki T34 and T34 PCA

Niki T34L and T34L PCA

AD syringe driver

GemStar®

CADD Legacy PCA

CADD Legacy 1

Cadd Legacy Plus

Master PCA —
patient controlled

analgesia syringe
driver

Elastomeric
Pump — Infusorn
LV&SV, Pain

Blocker (RAI) &

Multirate

REM Systems Pty Ltd

Frank Elwin (Both devices)

and Kellie Roberts (T34 and

T34 PCA device)
02 9878 0992

0438 043 854 — Frank Elwin

0416 006 400 — Kellie
Roberts

felwin@remsystems.com.au

Cardinal Health
Kim Reeves
+64 9270 2420 (NZ)

kim.reeves@cardinalhe
alth.com

Hospira Pty Ltd
Chris Chappell
02 8335 1003

Chris.chappell@hospira
.com

Smiths Medical
Australasia

Trent Enright
0419 536 885

Trent.enright@smiths-
medical.com

Pharmatel Fresenius
Kabi Pty td

Stefan Kneissl
02 9391 5522

stefan.kneissl@pfk.co
m.au

Baxter Healthcare
Pty Ltd

Judy Bott

02 8845 1538
judy_bott@baxter.com
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Niki T34 and T34 PCA
Niki T34L and T34L PCA

At least 10 separate audible
and visual alarms with
message on screen for both
clinical and technical issues.
Protective case (lock box)
available on request

Tamper evident security
settings (program lock and
keypad lock).

AD syringe driver

There are 12 Alarms for
warning alerts, alarms
and technical issues.A
key lock mechanism
protects the syringe
from operating damage
or interference.

A keypad lock feature
can be enabled or
disabled via the main
menu.

GemStar®

The GemStar® keypad
lockout restricts access
to various options.
Four lock levels are
available: Full,
Therapy, Rate, and
Continuous.

CADD Legacy PCA

CADD Legacy 1

Cadd Legacy Plus

Special designed key lock
locks the disposable set
into place, this will alarm
if unintentionally
tampered with. It also
has 3 different lock levels
for the keypad. Lock
levels can only be
changed with a
numbered security code
to restrict keypad access.

Master PCA —
patient controlled
analgesia syringe

driver

Yes — lockable cover
that alarms if
tampered with.

Elastomeric
Pump — Infusorn
LV&SV, Pain
Blocker (RAI) &
Multirate

Yes — one way
filling valve ensures
no risk of deviated
use of narcotics.
Preset flow rate
ensures compliance
with treatment.

All functions are easy to set
up and operate. Initial set
up through the change set
up menu is required.
Following this to commence
an infusion takes a few
short steps to confirm
details and then program
can be commenced.

The program lock mode
enables an infusion to
commence in a few short
steps.

Loading a syringe and
starting an infusion is
easy as device has
intuitive user interface
via 5 keys control pad
which simplifies
programming.

Large LCD screen
display with adjustable
backlight. Easy to read
critical data at a glance.
Displays infusion rate in
ml/hr, volume to be
infused, total volume
infused, time in
hrs/mins to end of
infusion and battery
indicator.

GemStar®: Built-in
controls and
functionality are key to
safety and ease of use.
Intuitive, menu-driven
programming
facilitates ease of use,
while the standard
format of the numeric
keypad improves
speed and accuracy of
data entry. The forced
program review and
the help key ensure
accuracy and prevent
errors. An infusion
can be programmed in
as few as 4 easy steps.

Features an enhanced
LCD display screen and
easy to read keypad for
simple operation,
programming
adjustments and
troubleshooting

Yes — preset protocols
and rolling menu.

Rapid onset. 3
steps: filling,
priming, connecting
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Niki T34 and T34 PCA
Niki T34L and T34L PCA

T34 Price $2350
Lockbox and carry bag $150
T34L Price $2500

AD syringe driver

$2,500

Price negotiable with
increased quantity

GemStar®

$2,500

Prices subject to
negotiation and
dependent on volume
consumption. Syringe
lockbox: $200;

Carry case: $60;
Battery Power Pack:
$200

CADD Legacy PCA

CADD Legacy 1

Cadd Legacy Plus

List price of the MS
Drivers was $1700.
Current CADD prices:

CADD Legacy PCA $1600

CADD Legacy 1: $2950

CADD LegacyPlus: $3145

# See note below

Master PCA —
patient controlled
analgesia syringe

driver

Approximate cost
$3,500

Elastomeric
Pump — Infusorn
LV&SV, Pain
Blocker (RAI) &
Multirate

As single use
devices prices are
not comparable.
Contact company
for prices.

Total weight of NIKI T34
including battery is
240grams (210grams
without battery).

Total weight of NIKI
T34L/PCA excluding battery
400grams

Total weight including
rechargeable battery
and syringe cover is
450g

Weight is
approximately 482
grams excluding
batteries.

Weighs 392g without
consumable attachment

Reasonably — attaches
easily to an IV pole
1.9kg.

Lightweight — 39 to
61g empty,
discreet, easy to
conceal

Meets IEC/EN 60601-1,
60601-2-24,4 and 15013485

Yes. For extra protection a
protective case and carry
bag is available.

The AD is designed to
meet fluid and drug
delivery requirements
in hospital, palliative
care and community
settings.

Infusion rate, bolus
option, occlusion and
infusion settings can be
configured for specific
clinical needs.

The GemStar has an
aluminium shell for
strength and lightness,
rubber bumpers
provide better shock
resistance and sealed
casing and keypad
prevent fluid ingress.
Accessories include: a
500mL, 1000mL and
3000mL PVC carry
case or bum bag to
contain both GemStar
pump and fluid
reservoir.

IPX 4 (splash proof).

Comes with a protective

pouch as standard.

Yes

Tough yet
lightweight PVC
outer casing. Drug
reservoir latex-free.

Mesh carry pouch
comes as standard,
with additional belt
bags available on
request.
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Niki T34 and T34 PCA
Niki T34L and T34L PCA

Any brand of syringe and
extension sets are able to be
used.

AD syringe driver

Any brand of syringe
and extension sets are
able to be used.

GemStar®

Hospira devices
require the use of
GemStar® pump sets
which come in a wide
variety of clinical
applications to help
meet your infusion
needs.

Please note: these are
indicative prices for
consumables subject
to negotiation and
volume consumption:

GEMSTAR SET PLAIN
WITH ANTISIPHON
VALVE - $16.00 per
set

GEMSTAR PCA
SYRINGE SET - $16.00
per set

CADD Legacy PCA

CADD Legacy 1

Cadd Legacy Plus

Smiths Medical
Australasia has a large
range of designated
consumables for the
CADD Legacy PCA (no
generic sets available).

To prevent infection,
CADD consumables
should be changed daily -
cassette plus extension
set = approximately $20
per day. The CADD can
be run over longer than
24 hrs but in that case
needs to be filled under
laminar flow conditions.

Master PCA —
patient controlled
analgesia syringe

driver

Price dependent upon
volume of use.

12 brands of syringes
compatible (50cc and
20cc) which are then
compatible with most
syringe extension lines
(depends upon
hospital protocol).

Elastomeric
Pump — Infusorn
LV&SV, Pain
Blocker (RAI) &
Multirate

Single-use device,
no capital
investment
required. Contact
company for pricing
details.

# These CADD prices are
negotiable. Please note
prices of pumps and
consumables will vary if
accessing equipment
from the Prosthesis
Schedule.
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Niki T34 and T34 PCA
Niki T34L and T34L PCA

REM SYSTEMS provides
educational packages
including on site training,
brief user guides,
information posters and
educational videos and web
based programs. See
http://www.cme-
infusion.com/documents/pu
b/index.html

Online comprehensive
education is available at:

http://www.cme-
infusion.com/documents/pu
b/index.html

AD syringe driver

On site clinical training
and ongoing support is
provided. Education
tools and reference
materials include
directions for use
manual, quick
reference guides,
posters and pocket size
reference cards.

On line training tool for
the AD Syringe Driver is
available with both
interactive and
education options.

GemStar®

Education available

Online not available
but e-learning CD
ROMS available upon
request

CADD Legacy PCA

CADD Legacy 1

Cadd Legacy Plus

Training guides, patient
information booklet,
Operators Manual, Quick
reference cards for
clinicians, interactive
training CD, filling the
medication cassette CD.

Online available:-filling
the cassette is currently
on our website
www.smiths-medical.com

Master PCA —
patient controlled
analgesia syringe

driver

Education available—
as determined
necessary in
consultation with
clinical educators at
no charge

Elastomeric
Pump — Infusorn
LV&SV, Pain
Blocker (RAI) &
Multirate

Educational
Package includes
detailed
Professional user
guide, Patient
Pocket Guide, filling
procedure DVD and
onsite clinical
inservice.

Onecall Medical
Information Service
is also available.

NOTE:

The information in this table has been supplied by companies marketing the devices described. It has not been verified by Palliative Care Australia or CPCRE. No claim is made as to
the accuracy, currency or completeness of the information supplied by companies. Neither PCA nor CPCRE accepts any liability from any person for the information or the use of such
information. In some cases information additional to that in Appendix 1 was obtained from the companies and included in this table.
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Future work

Palliative Care Australia will continue to provide updates about appropriate devices on its website and
in the PCA E-Bulletin.

Palliative Care Australia and the PCA Member Network will continue to profile to government and
suppliers the impact of this change on our sector and to advocate for the following changes to be
taken into consideration when funding and planning for services;

e Cost of devices and disposables
e Cost of training to health professionals and patients, their families and carers
e Cost of improving safety through awareness and training across the many care settings

Importantly, as the sector transitions to alternative devices, all involved need to be reminded that
there is much more to the delivery of safe and quality care than devices alone.

Palliative Care Australia and the PCA member network are always keen to better understand the
issues that impact on quality care at the end of life and welcome questions and advice on this
matter. To discuss your experience and needs, please contact Donna Daniell, CEO,
donna@pallcare.org.au
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Where can | get further information?

PCA website

Palliative Care Australia will continue to provide updates about developments in this area on its
website www.pallcare.org.au.

PCA E-Bulletin
If you do not receive a copy of the e-bulletin and would like to, visit PCA's website

www.palliativecare.org.au and follow the prompts to PCA Connect. Previous issues of E-Bulletin can
also be accessed on the web by following the E-Bulletin tab.

CPCRE’s ‘Guidelines for syringe driver management in palliative care’
(2006)

These syringe driver guidelines, 58 pages in length and published in April 2006, are intended to
provide clinicians and palliative care services with guidelines to inform practice, the development of
policy and procedures, and associated training and education programs in relation to portable
subcutaneous infusion device (syringe driver) management.

The guidelines have been developed under six categories;
e The patient experience
e Equipment guidelines and principles
e The selection, preparation and maintenance of the site
e Drugs and diluents
e Patient/family education needs
e Patients assessment and troubleshooting guidelines

While these guidelines refer to the Graseby syringe driver to illustrate the principles of safety and
quality use, they remain applicable to all syringe drivers. The guidelines are available on CPCRE’s
website at:_www.health.gld.gov.au/cpcre/pdf/cpcre_sd_gdine.pdf

Manufacturers and Suppliers

Contact details are provided in this report
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