Editors Note

Congratulation Marilyn, Sharleen and Fiona
for organising a great conference. I'm sure
you agree that they just get better every year.

Over the next editions we will be including as
many presentations from the conference as
possible and they will also be available on the
NZSSA website.

I have included again the registration form
and criteria for NZSSA Technicians.
Applications will only be received between
the 19" January and 27" February 2009. See
inside for details.

Don't forget to check out the two pages of
conference photos. My favourite is of a
conference organiser riding the gondola,
priceless.

Congratulations to Auckland Hospital for
being awarded 1SO 13485:2003 certification.
What an achievement after lots of hard work.

A big thank you to everyone who has sent in
articles and letters this year. Thanks to our
advertisers for your continuing support and a
huge thanks to you all for reading the
newsletter.

The deadlines for articles etc for publications
in 2009 are:

13" February
15" May

14" August
13" November

All the best for Christmas and the New Year.
Kind regards

Lorraine
From New Plymouth

NZSSA President’'s Message
December 2008
Dear Members,

I'd like to start this message by thanking
Marilyn, Sharleen and Fiona for organising a
wonderful conference. For those who
attended, I'm sure you will agree that
Queenstown was stunning and a lot of fun.
Those delegates brave enough to go up in
the gondolas and go down on the luge or the
gondolas — well done. | braved the
gondolas, and while | was a little nervous the
view was worth it.

| trust that the members who attended
conference found it worthwhile and have
taken back to their work areas lots of new
information. Remember to complete the
evaluation forms if you didn’t do that on the
last day and send through to Marilyn.

A big thank you to the trades and company
representatives for their continued support
and attendance at NZSSA conferences.
There was lots of good information along with
new technology available for delegates to see
and learn from.

One of the topics discussed at conference
and also generated a lot of questions, was
the registration of staff under the NZSSA.
This process is due to get underway again for
2009 registration, the information is available
on the NZSSA website and in this issue of
Supplyline.

I'd like to thank all the executive members for
all their efforts and support over the last year.
This time next year we will have a hew
executive body. If you are interested in
becoming an executive member and are not
sure what it entails, just contact one of the
existing executive members who I'm sure will
be able to assist you.

I wish you all a wonderful Christmas and a
safe and happy New Year and best wishes
for 2009

Thankyou,

Aileen Derby
President NZSSA



Letters to the Editor

This is a very big thank you to Marilyn, Fiona and
Sharleen and everyone else who helped to make
the 34th Queenstown conf such a neat time.
Once again it was great to catch up with
everyone, see old friends,make new friends,
gather new information,AND enjoy the beautiful
surroundings!!

| felt absolutley spoilt.

To my colleagues and mates on executive, once
again thank you for the past 8 yrs of working
alongside an awesome team of very talented and
hard-working people. To those thinking of putting
their names forward for nomination - go for it and
be prepared to learn and contribute to a very
dedicated and growing professsional body!!
Lorraine E. i hope you are feeling better. Thank
you for your work towards supplyline, i do enjoy
receiving our magazine.

To the generous trades people, thank you!

See ya all in Wellington.

Merry Christmas, and a safe, happy and
prosperous New Year

God Bess

Carolyn(Buffy) Larkins

Kaitaia

| could not attend conference this year however
the 4 staff | did send really enjoyed themselves
and have come back with some good information
and discussion points. Our first staff meeting in
2009 is going to be a review of products they saw.
Well done Invercargill on what appears to be
another successful conference for NZ sterilization.
Alison

Wellington

On a recent visit to New Plymouth it was my
pleasure to tour your unit and to see another
working model.

| believe each of us can learn a great deal by
visiting other Sterile Service Units.

| want to thank you for giving up an hour of your
precious Saturday morning and | extend the same
opportunity to other colleagues, who maybe
visiting the Waikato.

I hope they will feel free to call me at 07 839 8899,
Ext 6921 and | would be happy to arrange a time
to show them around our unit.

With kind regards

Helen Howser

Educator

Sterile Service Unit

Waikato Hospital

Good Morning Lorraine,

Having just read the article written by Alison
Stewart, | would like to forward my thoughts and
reply...

“I would imagine a number of you thought | would
respond to this topic as per my previous email to
all Managers!

| agree in whole with the post by Alison and feel
that Sterile Services Departments in NZ have
progressed, but honestly feel the additional
benefits and controls of ISO standards will prove
beneficial to the long term benefit of patient care.
Having worked in the UK, and particularly
Scotland, where a review was undertaken by
the Glennie Review Group in 2001. The
Groups initial remit was:

1. To identify the nature & scope of current
sterile service provision in NHSScotland.

2. To develop a framework for change with
specific regard to achieving the required technical
and operational standards in the most cost
effective way possible.

3. To identify the means of achieving change.
There was also an additional assessment for the
10 identified units who processed Neurosurgical
or Ophthalmological procedures involving back of
the eye. This followed concerns expressed by the
UK Government's Spongiform Encephalpathy
Advisory Committee (SEAC) about the higher risk
(theoretical) of person to person transmission of
vCJD through surgical instruments used in such
procedures.

This proved to be the trigger for change, which we
are now all having to deal with.

This report was submitted to the Scottish
Executive Health Department and was duly
accepted that changes to current controls required
review. | feel this is where the Department of
Health in NZ needs to be involved and specify
minimum requirements. Initially there was a
requirement to comply with ISO 9001 as a
minimum requirement and this was reviewed
further in 2004/05 and it was agreed that all units
would adopt 1ISO 13485:2003. This Standard has
now been adopted by AS Standards (AS/ISO
13485). This does not only look at a process, but
also controls the environment & infrastructure.
There is also a requirement in the UK to comply
with the legal Directive MDD 93/42/EEC.

So in reference to Alison’s initial post regarding
change and review of AS/NZ 4187....why review,
when we can adopt an international standard that
is already available and has been identified to
provide additional controls to address our ever
changing needs!

Although | am fully aware of the requirements of
AS/NZ4187, | am currently implementing the ISO

13485 Standard as the minimum requirement in
ADHB. Again as Alison has mentioned, this is
currently not legally binding, but it provides both
the Users and myself that all avenues of our
process are being controlled to ensure the highest
quality of end product is available for use.
| know | have maybe gone on a bit, but this just
promotes the need for change.”

Garry Gorham

CSSD Manager
Auckland City Hospital
Auckland New Zealand



Standards Talk

The website for accessing all standards, national
and international, is;

http://www.standards.co.nz

If you wish to keep in touch with changes the
complete address is;
http://www.standards.co.nz:81/news-and-
seminars/standards+update/

New Zealand standards in print following review:
NZS 8134:0:2008 Health and disability services
(general) standards

NZS 8134:1:2008 Health and disability services
(core) standards

NZS 8134:2:2008 Health and disability services
(restraint minimization & safe practice) standards
NZS 8134:3:2008 Health and disability services
(infection prevention and control) standards

This suite of standards supersedes:

NZS 8134:2001 Health and disability sector
standard

NZS 8141:2001 Restraint minimization and safe
practice standard

NZS 8142:2000 Infection Control

NZS 8143:2001 National mental health sector
standard

Australia New Zealand standards undergoing
revision:

AS/NZS 1337:1992 Personal eye protection: Part
1 — eye & face protectors for occupational
applications

BS EN publications:

BS EN standards are British standard
implementation of the English language versions
of the European standards.

BS EN 1041:2008 Information supplied by the
manufacturer of medical devices

Withdrawn British standards:

BA EN 285:1997 Sterilization: steam sterilizers,
large sterilizer has been superseded by BS EN
285:2006 + A1:2008

ISO publication

ISO 15882:2008 (Ed2) Sterilization of healthcare
products. Chemical indicators. Guidance for
selection, use and interpretation of results.

Here are a couple of useful links that | have been
given over the preceding months:

Put in link from Cathy for CDC guidelines, also
processing guidelines from Canadian website

If there is anything you would like more
information on in relation to standards, email
Alison at alison.stewart@ccdhb.org.nz

FUTURE EVENTS 2009
21% March — Steam Meeting, Wellington
4" April — Steam Meeting Dunedin

1% - 2" May - FSRACA National Conference,
Adelaide, Australia

o May — Steam Meeting Christchurch
13" June — Steam Meeting Auckland

26" - 28" Aug — Infection Control Conference,
Nelson

7" - 9™ October 2009 — NZSSA Conference, Te
Papa, Wellington

This column is open to companies and groups
that wish to promote their upcoming seminar,
meeting or conference to members of the NZSSA.
Please contact the editor with details.

Categories of Membership

The Membership Application Form has been
modified to include “Membership Category”.
The aim of this is to recognise individual progress
over time by way of study and work experience.
From the joining status of Member you can
progress through Student to Graduate and then
become a Registered member. Other categories
will be added, from time to time, as the NZSSA
recognises them. When rejoining, after letting
your membership lapse, or renewing your
membership annually,indicate your most recent

educational achievement category.



NZSSA Executive Members Update

December 2008

There are several projects that the NZSSA Executive Members are working on currently.

Below is a list of the projects and where we are with them at the moment.

Name of Project

Current Status

Registration under HPCA Act

Currently ongoing

NZSSA Registration

Start of 2008 saw 23 members register under
the NZSSA. Registration opens again in
January 2009. This is an ongoing project.

Advanced Sterilisation Course

We have had several meetings with The
Open Polytechnic about an advanced course.
The management type courses are already
available through The Open Polytechnic.

The sterilisation module will need to be
written. This is an ongoing project

Pampbhlet about sterilisation information for
staff visiting a sterilising unit.

Almost completed. Should be available early
in 2009

Manual handling guidelines / education for
sterile services personnel

Currently being finalised and will be available
on the NZSSA website early in 2009

Identify the NZSSA as experts in the
sterilisation field, through contact with the
Ministry of Health and Standards of New
Zealand

Both the Ministry of Health and Standards NZ
have been contacted. This is an ongoing
project

Customer Survey of NZSSA members

Customer survey has been sent out,
responses currently being received and
collated.

Involvement in standards committees

Ongoing

Writing guidelines

Ongoing. A register has been development
to identify and control all NZSSA guidelines
and documents

Establishing links with other professional
groups

Contact has been made with some groups,
currently ongoing

Aileen Derby
President NZSSA




CSSD, Auckland City Hospital,

Achieves Trans-Tasman First.

Auckland City Hospital's Sterile Services department
is believed to be the first sterile services department
in New Zealand and Australia to be awarded ISO
13485:2003 certification in this area.

The certification means the department is not only an
accredited manufacturer of trays and surgical
instruments for use in surgical procedures, but it
meets all best practice standards (Medical Devices
Directive 93/42/EEC) for the reprocessing of medical
devices. The accreditation is significant as there is
no mandatory requirement for sterile service
departments in New Zealand to become ISO 13485
accredited.

“This particular standard is important because it not
only identifies the requirements that should be
achieved for the reprocessing of medical devices,
but it controls the process and looks at the
environment and infrastructure in which each
operation takes place,” says the Sterile Services
team manager, Garry Gorham.

“The I1SO accreditation will ensure the department
maintains best practice procedures. It allows our
department to be proactive in identifying problems,
or the need for change at an early stage.”

Achieving the ISO certification has not been
straightforward, mainly due to the lack of current
legislative standards in New Zealand for this
specialised field.

Garry only found recommendations to draw upon for
guidance. He also used his experience of sterile
services in the UK to focus on achieving ISO
13485:2003, which is the standard that has been
adopted as a minimum requirement for all sterile
services departments in the UK and Europe. As an
example, all UK hospitals sterilization departments
have adopted this standard as the benchmark for
this activity.

Since July 2007, Garry and his team have been
working to implement a full quality management
system as part of the certification process. This
system included producing a quality manual,
departmental procedures, work instructions and

monitoring forms.

“We also established an internal quality group who
worked very hard on this project. Although this group
was proactive in the implementation stage, quality
improvement involves everyone in the department,
so meetings were held throughout the process
identifying staff participation and how their input
would promote changes in the system,” he adds.
This process was extended, as with this being such
a new standard in New Zealand, it was difficult to
source a Certified Body who was Jas-Anz accredited
to audit our systems. Through trawling the internet
on a weekly basis we found International
Certifications, who at present are the only accredited
body to conduct such certification. | contacted Dave
Evans, Managing Director, and discussed our plans.
Once this element had been addressed, things
progressed very well.
“My hope is that this doesn't just benefit ADHB, but
will hopefully set a benchmark for the improvement
of sterile services provision nationally.”
ISO 13485 is an I1SO standard, published in 2003,
that represents the requirements for a
comprehensive management system for the design
and manufacture of medical devices (devices can
mean anything from active implants to medical kits
assembled from purchased items from other
manufacturers or suppliers). This standard
supersedes earlier documents such as EN 46001
and EN 46002 (both 1997), the ISO 13485 published
in 1996 and 1SO 13488 (also 1996).
While it remains a stand-alone document, ISO 13485
requires that they demonstrate the quality system is
implemented and maintained. Other specific
differences include:
the promotion and awareness of regulatory
requirements as a management
responsibility, will providing resources and
during reviews. An example of the market
specific regulatory requirements is Medical
Devices Directive MDD/93/42/EEC
Regulation for Medical Devices sold in
Europe.
controls in the work environment to ensure
product safety
focus on risk management activities and
design transfer activities during product

development



specific requirements for inspection and

traceability for implantable devices

specific requirements for documentation

and validation of processes for sterile

medical devices

specific requirements for verification of the

effectiveness of corrective and preventive

actions
Compliance with ISO 13485 is often seen as the first
step in achieving compliance with European
regulatory requirements. The conformity of Medical
Devices and In-vitro Diagnostic Medical Device
according to EEC-decrees 93/42/EEC, 90/385/EEC
and 98/79/EEC must be assessed before sale is
permitted. The preferred method to prove conformity
is the certification of the Quality Management
System according ISO 13485, 1SO 13488, or ISO
14971 by a Conformity Assessment Body (CAB).
The result of a positive assessment is the
authorisation for the CE-identification and the
permission to sell the high quality medical device in
the European Union.
Certification to 1ISO 13485 means that your
management system has been independently
audited and is seen to be in compliance with the
requirements of the standard. Compliance means
that medical devices manufactured under the
certified management systems are in compliance
with the product/customer requirements for safety
and performance. Certification audits should not
only show compliance with the standard but should
also look at the effectiveness of the processes and
identify any opportunities for improvement (even
though this latter issue is not a mandated element of
the standard).
To become certified to ISO 13485, an organization
must address all elements of the standard, have
written procedures to control the management
system aspects in the standard, implement those
procedures, and ensure that all the records required
by the standard are retained on file. Having reached
a point where the systems have been implemented
and records are available to demonstrate
compliance, The length of time it takes to reach a
point where you can apply for certification depends
upon the starting point; if an organization has no

documented management system, it may take

anywhere between two to six months depending
upon the available resources although in reality all
you have to do is to look at management system
element headings in the standard and write down
what you do and who does it. This describes the
systems in place in your organization. All you then
need do is to look at what you have written and
decide whether you have fully addressed the
requirements of the standard...Simple isn'tit! If the
organization finds it is writing how things are done,
then these documents should be work instructions
and not system procedures.

There is a move in overseas hospital facilities to
adopt this standard as it is truly a management
system standard that can be applied to any
organization that is involved in the supply of medical
products or services.

It is important that applications for certification should
be made to a certification body that hold
accreditation for ISO 13485 as this is a
demonstration of the competence of the certification
body.

Finally, I would like to commend all my staff involved
in the implementation of this system. Although |
supplied them with a compliant Quality System, it is
down to their hard work and commitment that made

us successful in this great achievement.



The Auckland Team - Congratulations




CSSD - Planning for the Future
Where are we? Where do we need to go?

I know from speaking with a number of CSSD
Managers, these questions are sometimes
unanswered! Although we have the experience to
identify what our requirements are, it is difficult to have
these put in place when planning new units. My fear is
that not taking all requirements in to consideration at
the planning, building or refurbishment stage, will cost
$000’s of additional funds, and not to mention the
additional impact on service provision, when future
changes are identified.

The thing is, we all ask the question....but who really
supports us when we know thing’s are not being done
right!

Although there is some guidance being offered in this
field, | think this falls far short of what we actually need,
not what is our preference, but what we actually do
need to satisfy future standards and developments in
this specialised field.

| am aware of a number of new units being, or awaiting
to be built and this further increases my concern as to
the detall that has gone in to the planning stage to
prevent needless future outlay’s.....and the thing is we
know where they are going wrong!

I know we are all in agreement that we want to provide
the highest quality of service to the needs of the DHB'’s
and ultimately the safety of the patient. At present some
departments are doing the best with what they have
got. There is a big difference between the two!

So, where do we need to go?

Ideally we need to get the full support from the Ministry
of Health, with their backing we need then to look at
what level of service provision we have throughout New
Zealand and prepare a detailed, time specific report for
improvement.

This will not be that that because we need to have a
defined standard to follow, and be externally audited
against, to ensure the minimum standards are being
achieved throughout. | know we have AS/NZS 4187,
but this is really only identifying best practice and not
the overall controls.

This is where the MOH need to get involved and
provide much needed guidance in this highly
specialised field.

From personal experience, | would recommend utilising
the ISO standards, to ensure we fall in line and achieve
similar standards as those adopted throughout Europe.
This will then give us a clearer understanding when
looking to the future.

We will then need to put more thought in to planning
and consider requirements such as a clean room.... |
hear you all laughing as you read.....a clean room?
Yes, we need to be looking at achieving a clean room
environment in existing and new builds. This means
achieving compliance to a specific
Cleanroom/Environment standard. We need to consider
+ve & -ve airflows, maintaining an air-locked
environment, provision of a controlled staff change area
to maintain this environmwnt. This means compliance
with standards such as AS/NZS ISO 14644.

We also need to consider the following:

An effective management control (quality)
system should be in place covering all aspects
of the life cycle.

Equipment (washers/sterilisers) for validated
processes requires PPM and periodic
calibration and testing to ensure it operates to
the same parameters as those set up when
commissioned (ISO 15883/ISO 17665)

Environmental conditionas under which
devices are prepared should be controlled to
prevent adventitious contamination (this
includes both microbial & particulate
contamination). “Environmental conditions”
refers to the cleanliness of surfaces, fittings
and equipment, and also ventilation and air
quality in respect of filtration, airflow patterns
and relative air pressures.

Systems should be in place to track individual
surgical instruments through the
decontamination processes and to the patients
on whom devices are used.

To appreciate the special requirements needed for
producing sterile products, it is necessary to identify the
basic service objectives.

By establishing these principles, the process flow of the
department can more easily be justified and understood
by those involved in the design and construction and/or
refurbishment of the CSSD.

This will allow future safeguards to decontaminate
products in such a way as to safeguard patients and
staff, ensure the process is validated, controlled and
monitored.

What everyone needs to realise is that when we
(CSSD'’s) look to become accredited with one Standard,
we need to be aware that we need to actually look at
complying with a number of different standards to
ensure the whole process is a validated process, in a
suitably controlled environment, with suitably validated
plant/machinery which again are fully compliant to
various recognised standards.

| could go on and on with this subject, but I'm sure you
are all aware of the current stumbling blocks we all
have and the goals we aspire to achieve.

In saying all this, it is good to be involved with this at
this time and to develop what we have to improve
overall patient safety.

Garry Gorham

CSSD Manager
Auckland



AIR REMOVAL TESTING IN TYPE “B”
PRE VACUUM
BENCH TOP STERILISERS

FACT OR FICTION

Leisa Kontus Key
words
Pre -
Vacuum Steriliser
Daily Air
Removal Testing
Chart Print

Out
Process Challenge Device (PCD)/Helix

There is much confusion in Dental Facilities and Office
Based Practices throughout Australia and New Zealand
with regard to the routine monitoring of a sterilising
process in Type “B” benchtop sterilisers.

Much of this confusion has been caused by some
manufacturers in Europe and some suppliers of these
sterilisers in  Australia, because they have
misunderstood and/or misinterpreted the relevant
applicable standards covering this subject. This has led
to misleading information sometimes being given when
a Type “B” benchtop (pre vacuum) steriliser is
purchased.

This article is intended to assist in clarifying the roles
of:-

1. The Daily Air Removal Test reference:-
AS/NZ 4815" Office Based Practice 2006.

2. The Process Challenge Device reference:-
ASINZ 4815° Office Base Practice 2006.

The “Daily Air Removal Test” by definition is in fact
a Bowie Dick Type Test and this test is
conducted in an empty chamber.

Definition of Process Challenge Device (PCD) as
per AS/NZ 4815° is a device which simulates the
worst - case conditions for attainment of the
specified sterilisation conditions within the items to
be sterilized.

The helix test as referred to by manufactures in
their operating manuals is in FACT a Process
Challenge Device or “PCD”. The Process
Challenge Device and Chemical Indicator systems
for hollow loads A, (such as handpieces) is also
referenced in EN13060" Small Steam Sterilisers
2004

The PCD Helix test is used in two applications:

1. As a“type test” in an empty steriliser according
to EN13060° to prove that the steriliser works
according to a “Type B” benchtop steriliser.
This is a function test for the steriliser but is not
a sterility test to control the load.

2. As a batch/load monitoring system to check
that all parameters necessary to achieve
sterility of the load under the conditions that
the PCD/helix test is representing in the load.

There are two methods of monitoring. One is the
steriliser’s performance and operation. This data is
controlled by the sensors that surround the chamber
and provide this data on the chart print out. Basically we
are referring specifically to time, temperature and
pressure. The sensors cannot recognise or record air
removal and steam penetration, which are key elements
of the sterilising process. Two is monitoring the actual
process has six parts (see Fig.3)

Monitoring Time, Temperature & Pressure on their own
does not provide sufficient data to ensure air removal
and steam penetration.

EFACT

1. Temperature and saturated steam over a pre-
determined time frame will provide a sterility
assurance on the outer surfaces of all instruments.

2. The vacuum test cannot replace the Daily air
removal test.

Clarification:

The vacuum test in a Type “B” steriliser monitors
the steriliser's ability to maintain a vacuum for a
given period of time, but not at temperature.
Therefore, it cannot replace the Daily Air Removal
test / Bowie Dick Test which monitors the total
process in an empty chamber.

3. The parameters of saturated steam at
temperature/pressure for a specific
time, plus air removal and steam penetration is
necessary to achieve sterility of the internal
surfaces of hollows eg. handpieces.

Clarification: A PCD/Helix “device plus chemical
indicator system” checks

all parameters required for sterility in hollow loads A
— temperature, steam

and time (TST) plus air removal and a steam
penetration.

4. Process Challenge Device/Helix and Chemical

Indicator Systems for hollow

loads A EN 13060 2004°. The indicator system to
be used in the Process

Challenge Device shall comply with EN 867-5:2001,
4.6.

Clarification:

Class 2 (B) Indicators for use in specific tests.

Class 2 Indicators are intended for use in specific
test procedures as

defined in the relevant steriliser sterilisation
standards’

5. A Class 6 chemical indicator cannot be used inside
a PCD/Helix



Class 6 emulating indicators: Are cycle verification
indicators which react to all critical variables for
specified sterilisation cycles. The Stated Value
(SVS) are generated from the critical variable of the
specified sterilisation processs.

Additional requirements for emulating class 6
indicators®

Clarification:

The test methodologies used on class 6 chemical
indicators according to

1SO11140-1 require testing in 100% steam or 100%
hot air. They are not

tested in a mixture of hot air and steam which takes
place inside a

PCD/Helix. ~ Therefore, they cannot recognise
residual air that may be

trapped in the capsule of the PCD/Helix. This can,
and will give misleading

results.

6. It is understood that the internal surfaces of hollow

instruments must be

clean otherwise they cannot be sterilised. If air

remains trapped within a

hollow instrument it also cannot be sterilised.

Clarification:

Air and steam cannot mix. If miniscule amounts of
residual air remain

on the inner surfaces of hollow loads A, there can
be no assurance of

sterility. (this residual air cannot be undetected by
the sterilisers sensors

that provide information to the chart printer)

7. A PCD/Helix used inside loads with hollows such
as handpieces in a Type
B benchtop steriliser will ensure that all the
necessary parameters for
steam sterilising (steam, temperature time plus air
removal and steam
penetration) on the inner surfaces has been
achieved. Based on this plus
a satisfactory 3 load PQ (Performance
Qualification) with biological
indicators. This enables us to assume that the
process has a SAL (sterility
assurance level).

8. The polypropylene PCD/Helix device becomes soft
and malleable after an
unspecified number of uses in a steam sterilising
process and can
therefore give misleading results.

Clarification:

There is no documentation or validation to support
the projected life span

of Polypropylene PCD’s. Polypropylene PCD’s
were originally designed

solely for use in laboratory testing.

The Teflon tubing of a 1* generation PCD/Helix device
(see figure 1) can conceal miniscule amounts of
condensate which can give misleading results at the
end of a process. The 2 generation stainless

PCD/Helix (see figure 2) will flash off any of these
concealed miniscule amounts of condensate, therefore
giving more accurate results after every cycle
batch/load and has an unlimited life span, providing the
manufacturers directions for use are followed.

Figure 1
1* Generation Process Challenge Device/Helix
Polypropylene

Figure 2
New Technology
Process Challenge Device/Helix
Stainless STeel

EICTION

1. The chart printer on the steriliser can provide
all the parameters necessary to achieve
sterility on every load.

Clarification:

The chart printout monitors the parameters of
temperature, time and pressure. This information
is supplied by the sensors in the steriliser.
However, the sensors in the steriliser cannot
monitor air removal and steam penetration.

There are three mandatory forms of monitoring
listed below (a, b, ¢) in pre vacuum sterilisers (Type
B benchtops) in accordance with the relevant
standard AS4815™. The first two ( a. & b.) tests



are conducted daily before the commencement of
load sterilising (eg handpieces/instruments etc.,)
The third (c.) is the chart printout providing
parameter information e.g temperature/pressure
and time.

a. Leak rate/vacuum test monitors the
sterilisers ability to maintain a
vacuum over time but not at
temperature.

b. Daily monitoring of air removal and
steam penetration
(monitors performance of the vacuum
pump)

c. Print out of cycle parameters

2. A PCD/Helix should be used once a day in an
empty chamber.

Clarification:

A PCD/Helix becomes a part of the load and
simulates conditions on the inside of a hollow load
A (eg. handpiece). To use a PCD/Helix on its own
in an empty chamber would defeat the whole
purpose of monitoring air removal and steam
penetration inside hollows such as hollow loads A
(handpieces). It should also be clarified that a load
is determined by the person doing the sterilising, it
may be a part load or a full load but should not
exceed five kilograms in a Type B benchtop
steriliser.

3. Itis not necessary to use a PCD/Helix in every
load.

Clarification:

The parameters and conditions in a sterilising
process can change or vary with every load or
batch ie. overheated vacuum pumps, superheated
steam, or air leaks into the chamber which cannot
be detected by the sensors controlling the chart
print out. Therefore it is recommended to use a
PCD in loads with hollow loads A items eg.
handpieces to monitor the reproducibility of every
cycle.

4. A PCD/Helix should only be used in Small Type
B benchtop sterilisers.

Clarification:

A Helix type PCD is applicable not only to Type B
benchtop sterilisers as a method of air removal by
vacuum. This process is also utilised in large
hospital pre vacuum sterilisers. The method of air
removal and not the size of the steriliser governs
whether a PCD/Helix should be used.

(see figure 3)
FIGURE 3 below is a diagram of a typical cycle profile
of a Type B (pre vacuum) benchtop steriliser.
There are six (6) specified steps required to sterilise

items in a pre vacuum steriliser whether it be a
benchtop type or stand alone hospital steriliser.

They are:
1. Airremoval and steam penetration
2. Steam charge, including the heat up
phase (steam penetration)
3. Holding Time
4. Exhaust phase
5. Drying
6. Post Vacuum stage

Whilst the drying cycle in pre vacuum sterilisers cannot
and does not sterilise instruments, it is essential that
bagged/wrapped instruments be dry at the end of the
drying cycle. If bags/wraps are moist at the end of the
drying cycle the enclosed instruments must be regarded
as non sterile and reprocessed. This is not a matter of
opinion but a dictate of Standards Australia AS/NZS
4815.

In a Dental Care Facility the use of a PCD/Helix for the
routine monitoring of a Type B steriliser enhances and
ensures better control of the sterilisation process and
conforms to world best practice.

Reference Documents: —

1. AS/NZ 4815 2006 Australian/New Zealand
Standard™ 2006
Office-based health care facilities -
Reprocessing of reusable medical and surgical
instruments and equipment, and maintenance
of the associated environment.
page 44 table 7.1 “Performance testing daily”

2. AS/NZ 4815 2006 Process challenge device
page 44 table 7.1 “optional”

3. AS/NZ 4815 2006
page 12, 1.3.41 “definition” Process challenge
device (PCD)

4. EN 13060 Small Steam Sterilisers 2004
page 38 8.10 (process challenge device and
chemical indicator systems
for hollow loads A

5. EN 13060 Small Steam Sterilisers 2004
page:- 44, 10.6.2 Type test and works
installation test procedure

6. EN 13060 Small Steam Sterilisers 2004
page 38 8.10 Process challenge device and
chemical indicator system
for hollow loads A.

7. ISO 11140-1 2005-07 International Standard
Sterilization of health care products — Chemical
Indicators —

Part 1 General requirements
page 3 4.3 Class 2: indicators for use in
specific tests

8. 1S0O 11140-1 2005-07
page 4 4.7 Class 6: emulating indicators

9. 1S0O 11140-1 2005-07
page 16 14 Additional requirements for
emulating (Class 6) Indicators



10. AS/NZ 4815 2006 page 44 Table 7.1
Performance testing and
monitoring

FIGURE 3:- Trans-atmospheric Fractionated

Vacuum Sterilisation Process
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NZSSA President’s Report 2008

It is with pleasure that | present my report for 2008.
Earlier this year twenty six members registered under
the NZSSA. This is a wonderful start to the registration
process, which will happen again early in 2009. |
would like to thank Marilyn Clark and Jill Parker for all
their efforts in getting this process underway.

This is the third year for the Sterilising
Technology Course being administered
through The Open Polytechnic. There are
now five assessors marking the papers over
two intakes each year. This year there were
80 students in the first intake and 29 students

for the second intake.

The NZSSA Executive Members have continued to
work on projects throughout the last 12 months. These
projects include the following:

Sourcing of articles and advertising to publish

in Supplyline

Attending Australian / New Zealand Standards

meetings

Working with The Open Polytechnic continuing

to set up another course at a different level

Continuing to source information on the

Registration of Sterilising Unit Personnel under

the Health Practitioners Competency

Assurance Act.

Registration of Sterilising personnel under the

NZSSA, which started earlier this year

Administration of the library

Administration of the Association’s finances

Organisation of this year's annual conference

in Queenstown

Orientation and training information for non

sterile services personnel

Pamphlet for health care personnel being

introduced to a sterilising unit
I would like to thank all the Executive Members for their
continued efforts in what is voluntary roles. They do an
amazing job for the NZSSA. Next year the nomination
process for the Executive Body of the NZSSA will take
place. | would like to urge anyone who has an interest
in the NZSSA and the Executive Body to think about
being nominated as an Executive Member. The
Association will not continue to grow and develop
without positive and proactive people to lead it.
This year’s conference is being held in Queenstown. |
would like to extend my thanks to Marilyn Clark, Fiona
Kidd and Sharleen Allan for all their efforts in organising
the 34" consecutive NZSSA conference. I'm sure with
Queenstown as the backdrop to our conference, it is
going to be great.
I look forward to meeting many of you at the conference
and wish you all the best.

Thank you
Aileen Derby
NZSSA President

NZSSA Secretary’s Report 2008

It is with pleasure that | submit my report for 2008 to the
membership of the NZSSA.

Once again the year has flown bye so quickly, and with
minimal correspondence received and sent.

A letter supporting the need for a higher level course
has been sent to The Open Polytechnic to strengthen
the case for the development of the course and there is
ongoing communication between the Open Polytechnic
and the NZSSA regarding the course requirements.

Requests have been sent to both the Ministry of Health
and Standards New Zealand asking for

their endorsement of the guidelines that have been and
are under development in the Managers

forum meetings and we are awaiting a response from
both organisations so we can move forward

with the document release.

Carolyn Larkins has resigned from the Executive,
effective from the end of November 2008. Our thanks
go to Carolyn for her contribution to the Executive
during her term of office.

As mentioned above, elections for Executive members
will be scheduled for next year and | strongly urge those
highly motivated persons to seriously think about being
nominated and join a very positive team working for the
progression and development of the Sterile Services
profession.

| would like to take this opportunity to thank all the
Executive Members for their continued support and
assistance throughout the year. And I look forward to
seeing many of you at the NZSSA Conference being
held at Queenstown in November.

Best wishes for the coming year.

Cathy Rackley
NZSSA Secretary



TREASURERS REPORT 2007/2008

At the end of August 2008 the Association had 437 members compared with 395 at the end of August 2007.
Twenty three individuals have been granted “Registration” a new class of membership.

The NZSSA recognises: Associates; Members; Students; Graduates; Executive; and Life members.

Our members are distributed over 110 (118) organisations as follows:

Pubﬁc angte Comm(_armal Educational Military Dental Other Overseas
Hospitals Hospitals Suppliers
36 (38) 39 (40) 22 (28) 3(4) 1(1) 3(2 3(2) 33

From the Register distribution of membership by decade is as follows:

1974 - 1980

1981 — 1990

1991 — 2000

2001 - 2008

3(3)

20 (19)

65 (57)

349 (316)

Income from the Napier conference was $22920 ($29644). This was a great boost to the coffers and
represented a huge amount of work by the organisers. Thanks to Lorraine and her team for a unique and
very successful conference in all respects.

Significant expenses:

Registration by the Charities Commission resulted in a $14180 refund. Now Income tax exempt.
Supplyline cost $11069 to produce. Advertising offset this by $6550.

Income from membership fees and other sources $52164.

Management meeting costs have been offset by donations and | would like to thank the donors, on behalf of
the NZSSA, for their generosity. The Associations finances at 31 August are healthy with a General Account
balance of $16420 and Term Deposit of $25000.

Finally | would like to thank Aileen, Cathy and the rest of our Executive for an ongoing easy working
relationship.

Daniel Phillips
Treasurer

Treasurers Notes — NZSSA Audited Figures 2008

Income

1 Total income up by $1692 on 2007.
2 Subscription at $50 ($30) has raised membership income by $3675.
3 Supplyline advertising up by $3130.
4 Conference income down by $3846.

Expenses
1 Accounting and Audit fees are up by $219 on 2007.
2 Honoraria payments remain the same.
3 Printing & stationery, postage and Supplyline up by $1694 reflecting
membership numbers.
4 Website much improved and costing $1883 a year less.
5 As a registered Charitable organisation we are now exempt from Income Tax and R.W.T. Note the $14180 tax refund.
G.S.T. and tax on Honoraria remain.

Conference Account

1 Total Income was $25537 up on last year.

2 Expenses were up by $29363.

3 Graduate photographs cost up $896 on last year.

4 Surplus of $27577 was down by $3826 on last year. A large surplus
never the less.

General

With Term Deposits of $25000 and a general account balance of $16420 the NZSSA remains in a healthy financial
position. Net surplus after tax $19545.

This is up by $14732 on last year largely due to the tax refund.

Daniel Phillips
Treasurer






