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Hello everyone and welcome to this 
edition of Supplyline.

I was asked some time ago to write a 
presidents piece for the journal, and 
I was full of good intentions and said 
“yes” that I would “get on to it.” Isn’t 
funny when you make such statements 
then work and life gets in the way and 
before you know it the journal editor is 
on the phone to you saying I need it by 
Thursday. Where did the intervening 
time go?

I had the pleasure recently to be invited to Tauranga to present at 
a regional CSSD meeting which was organised by Jenny Carston 
and held at Grace Hospital Tauranga. There was an excellent 
turnout. Members came from Tauranga, Gisborne, Rotorua and 
Hamilton. Everyone was eager to learn and ask questions and we 
had a great day. I presented on the career framework for sterile 
technicians.

On 13 March I attended a Health Workforce NZ all day workshop 
at the Ministry of Health in Wellington. This workshop was 
targeted at those professions under the Allied Health Scientific 
and Technical umbrella. All our allied health directors were in 
attendance and making his maiden speech as Chief Allied Health 
Professional Officer for New Zealand based in the Ministry of 
Health was Martin Chadwick. The take away message was as 
a profession we need to ensure that we gather great data. If we 
have data on our members, their qualifications, residency status, 
ages, ethnicity then HWNZ can pull this together and help us to 
look forward to the future regarding staffing and trends. 

I am sure you are all acutely aware that on that same day, it was 
made public that there had been a sterilising breach at Hastings 
Hospital. Not surprisingly the impact and severity of this was 
sensationalised by the media. Following on from this the Ministry 
of Health held a teleconference with all DHB’s in attendance. 
Each DHB was asked if they were certain of their processes and 
no breaches had occurred? I was very surprised to hear each DHB 
state that everything was “fine”. I am surprised as I know, and some 
of you may be aware, that there have been other incidents around 
New Zealand. I am very proud of HBDHB as they took the correct 
approach with open disclosure rather than hide things under the 
carpet. At this point I want to praise June Isted and her team for 
doing it tough, being open and honest and coming out on top.

As a result of the Ministry teleconference there were some 
recommendations for immediate action. 

• Immediate checking of sterile packs for sterility assurance.

• Second check of packs before release for use as an interim 
measure.

• Access to instrument trays in CSSD by non CSSD staff to be 
prevented. Where possible non CSSD staff are NOT to enter 
clean room areas. No equipment to be taken by non CSSD 
staff.

• Tracking systems and tracking to instrument level and tracking 
of instruments to patients outside of theatre e.g. wards and 
clinics.

• Auditing of CSSD’s against Standard AS/NZS 4187:2014

The first three actions should now have been completed in your 
departments and the final two should be being investigated 
by yourselves and your management. As this is a Ministry 
recommendation this is your opportunity to get an electronic 
tracking system installed if you do not already have one.

I can offer copies of the auditing document to those hospitals and 
clinics who are members of the NZSSA.

Our thoughts also go to Fiona Stewart-Webster and her team 
in Christchurch as they will have been managing a significantly 
higher workload to meet emergency surgery needs following the 
terrible attack on the Christchurch community. Wishing you all 
the very best and letting you know we have you in our hearts.

Finally, on the website we have listed the scholarships available 
for 2019. Please take a look and perhaps you could be winging 
your way to the WFHSS 2019 conference in The Hague, or the 
NZSSA conference in Wellington or receiving funding for the level 
5 Diploma.

April is the month when we celebrate “The World Federation for 
Health and Sterile Sciences Day”

What have you and your team organised? My team are busy 
planning after they saw the spectacular event put on by ADHB 
last year. If you do celebrate please send photos so we can put 
them on the website and in the next journal.

Best wishes, 

Shelagh Thomas 

President NZSSA

Te- na-  koutou katoa. Welcome to 
2019!

As Shelagh pointed out I have rung 
her this week for her message and 
it startles me how quickly the year 
is flying. The first quarter is almost 
done!

The Executive has been busy getting 
the year underway with ensuring 
scholarships are made available for 
conferences and continuing formal 

education. This activity includes ensuring we get four editions 
of the journal to you. Whilst a little late I hope you enjoy the 
content. 

This edition has articles from attendees of the Australian 
conference that we did not have room for in the December 
edition. I hope these encourage technicians to put pen to paper 
to apply for the scholarships. 

The costs of posting the journal are continuing to rise and the 
Executive will investigate the best way forward to ensure the 
Supplyline journal can remain in existence and also maintain four 
editions a year. It is encouraging the number of members that 
are opting to receive the journal electronically. This makes a real 
difference to the cost of providing it. If you would like to change 
from receiving your journal in hardcopy to electronically via 
email please contact Alison on nzsterilescienceassoc@gmail.com 

Wishing everyone a positive year ahead. 
Nga-  manaakitanga, Tracey Kereopa.

Editor’s Note

President’s Message 
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What’s Happening
The year is underway and there are lots of education opportunities for everyone involved in reprocessing.

Now is the time to start planning for the year ahead so here are some of the upcoming opportunities

LEADERS MEETINGS
These meetings are targeted at the person leading reprocessing of medical devices at an operational and strategic level. 

There are many designations but if you have responsibility for running the service, coordinating or supporting staff then 

this meeting is for you. Each meeting will have a speaker presenting on a key topic and the remainder of the day will be 

focused on discussion on operational issues and networking.

These opportunities are provided for people involved with reprocessing reusable medical devices in any health service 

organization. Health service organizations include but are not restricted to hospitals, private practice clinics, general 

practice clinics, dental, tattoo and skin piercing studios, beauty therapy clinics.

Non-members will be required to pay a registration fee. Attendance is free for members.

Rydges Hotel, Wellington Airport, 0930 – 1430hrs 

Friday 5 April 2019 

Friday 26 July 2019

We are going back to holding these meetings at a central point and on a Friday.

NZSSA CONFERENCE
Wednesday 11 September – Friday 13 September 2019. Te Papa, Wellington

Details will be coming up on the NZSSA website early in 2019 so do check it regularly and make the most of the early 

bird pricing.

LOWER NORTH ISLAND MEETING
The first meeting for 2019 has been held so watch the NZSSA website for details of the next meetings.

Saturday 15 June 2019 

Saturday 19 October 2019

BAY OF PLENTY STERILE SERVICES MEETING
The first meeting has been held so watch the NZSSA website for future dates and details of 2019 meetings.

MID CENTRAL NETWORKING MEETING
The first meeting was held in February. Watch the website for future dates.

NZSSA WEBSITE
For updated information on all these activities and others visit the NZSSA website regularly. www.nzssa.org

INSPECTION SCOPE

What Have You Been Missing? 

AS/NZS 4187:2014

8.2.5 Cleaning Efficacy Inspection
Cleaning efficacy shall be undertaken on completion of the cleaning process 
for RMDs by visual inspection utilising magnification as appropriate.

P: 0508 DEVICE (338 423)
F: 09 913 2009
E: sales@device.co.nz
W: www.device.co.nz
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September 12th found myself and the five New Zealand 
Scholarship winners attending the Federation of 
Sterilising Research and Advisory Council (FSRACA) of 
Australia’s national conference. This year the conference 
was held in Sydney at Luna Park. What a fabulous venue 
for a conference. Not only was the session room fantastic 
but it was amazing to sit outside during the breaks and 
enjoy the carnival atmosphere of the park.

The hotel we stayed in was called the Harbourview. From 
my window I had an amazing view of the harbour and Luna 
Park. After asking reception which was the easiest way 
down to Luna Park I was told to go through the hotel’s side 
gate and follow the path down through the Lavender Path 
and I would find myself there. Well almost 300 odd steps 
down a very steep path that had lovely old buildings on 
one part then some fantastic gardens and onto a seaside 
walkway that had great little oddities along the path.

Prior to the conference beginning I was fortunate enough 
to have been invited to visit Northern Beaches Hospital. 
The hospital was at the time a new build that had not yet 
opened. It was a huge facility with 660 beds, 14 operating 
theatres and 4 endoscopy theatres. The tour through the 
sterilising department was amazing. Everything was brand 
new including the instruments. It is always inspiring to see 
how new areas are arranged and what new technology 
they have in place. I must admit that the green eyed 
monster always comes out a bit when I view these places. 
I find it interesting to talk to the technicians and hear their 
expectations of what will happen when they are installed 
and working in these new areas. There is always a long 
wish list that we all wish could be met while the actual 
reality is sometimes just a little bit disappointing. Never 
the less I am sure the team that will be working there will 
create their own little piece of hospital heaven.

The meet and greet that night was fantastic. It was held in 
the Big Top with lots of circus characters about. I managed 
to win a small teddy at the throw a ball stand.

The conference began with the welcome speech from 
Elaine Jose, President FSRACA followed by a talk from 
keynote speaker Rabia Siddique. Rabia talked about 
overcoming adversity and how she found the strength 
to move forward with her life. She is now an Australian 
Criminal and Human Rights Lawyer. She is a retired British 
Army Officer, professional speaker and hostage survivor. 
She certainly has led an astonishing life and has survived 
to tell her story.

The speakers over the 2 days were all equally as good as 
each other discussing the aspects of their various fields 
from residue testing to dental practices and organ and 
tissue donation.

One of the outstanding speakers for me was Sue Fuller. 
Sue is from the Sunshine Coast and gave an amazing 
talk on Challenges of a new CSSD, new standards, new 
equipment and new staff. Sue had the opportunity to 
explore new avenues and ideas for the CSSD. She is happy 
to say she is still exploring years later. She has managed 
to develop the electronic tracking system into an online 

process, doing away with paper based tracking and the 
related costs. This is a fabulous achievement and one that 
I feel we should all strive towards.

Our own Alison Stewart talked about Risk Management 
and “How to make it work”. Alison talked about goal 
setting and hitting the targets.

Another New Zealander to present at the conference was 
our own Shelagh Thomas. Shelagh talked about Career 
Pathways and ongoing recognition of the roles of the 
Technicians and professionalism. She talked about setting 
the standard for our qualifications and the need to reach 
Diploma level with recognition from DHBs and private 
hospitals alike. Shelagh’s talk was very well received by 
the Australians with comments such as “we look to you to 
set the standard”.

Speakers came from not only Australia and New Zealand 
but also Canada and Ireland. 

Two further keynote speakers were from the RAAF. They 
delivered a riveting presentation on areas of high risk and 
sometimes dangerous practices, including the importance 
of working as a team. They were exceptionally motivated 
and interactive.

The trades were amazing as well. It was fantastic to see 
so many new stands and to be able to talk to various 
reps about their new and innovative equipment that is 
available to the sterilising world that we all work in. I have 
come away with one major item on my wish list so fingers 
crossed. 

The conference dinner was held on the Thursday 
night. The organising committee made an awesome 
effort with decorating the room and especially with 
the entertainment. Between the dinner courses there 
was a trivial quiz. It was great fun with lots of audience 
participation required. It certainly kept us all on our toes. 

It was lovely to meet new people and to renew old 
acquaintances. A fantastic experience was had by all of us.

Sue Woods

FSRACA Conference September 2018
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Dry Surface Biofilms 
and healthcare 
implications
500,000 people contract a Healthcare Associated Infection 
(HAI) every day according to estimates from the World 
Health Organisation. That’s over 182 million people every 
year who are affected by an infection which they did not 
have prior to a healthcare treatment. Of those 182 million 
around 16 million die annually.

Recent ground-breaking research identified that bacteria 
and other microbes live on surfaces and objects that are 
frequently touched within healthcare settings. These 
superbugs often ‘hide’ under dry surface biofilms, making it 
near impossible to clean them away.

A biofilm is a thin layer of microbial slime and proteins 
adhering to a surface. A biofilm forms when bacterial cells 
adhere to a surface and produce a matrix of Extracellular 
Polymeric Substance (EPS), a sticky type of glue-like 
material. The bacteria remain embedded within the EPS 
which protects them.

Biofilms can be found everywhere in the environment. 
They are present on teeth as dental plaque, in water 
supplies, air conditioning units, food processing and many 
surfaces within healthcare. Inside biofilms, bacteria can 
communicate, live, feed and grow. Bacteria are typically 
200 times harder to kill with antibiotics or disinfectants 

inside a biofilm, and whilst they’re alive they remain a 
threat to patients.

The bacteria will continue to grow until the biofilm is 
‘disturbed’ or free bacteria are released, transferring onto 
other surfaces via hands, gloves, cleaning cloths or other 
materials.

Following more than two decades of research into biofilms 
Whiteley Medical were the first company globally to launch 
a Wet Biofilm Remover for instrument reprocessing.

Whiteley Medical has been collaborating with Macquarie 
University on a research project to learn more about Dry 
Surface Biofilms since 2011. This research discovered 
that biofilms were present on dry healthcare surfaces and 
could help explain why the rate of Healthcare Associated 
Infections (HAIs) in healthcare facilities hasn’t dropped 
much in the last 20+ years.

This ground-breaking study by Associate Professor Karen 
Vickery et al. showed that biofilms could be found on 
normally dry surfaces in an ICU unit and contained multiple 
bacteria including Pseudomonas spp, Staphylococcus 
aureus, and enterococcus faecium.

“A highlight for me was our finding that biofilms exist on most 
dry hospital surfaces and unlike traditional biofilm they are 
surrounded by an excessive amount of EPS or slime. A direct 
consequence of the increased EPS is that it increases biofilms 
tolerance to disinfectant action” said Assoc Prof Vickery.” The 
normal concentration of hypochlorite used to disinfect hospital 
surfaces is 1000ppm. We found that even at 20 times more this 
concentration, or 20000ppm failed to kill all the biofilm.” She 
continued. “Many of the clinical biofilms incorporated multi-
drug resistant organisms ensuring protection from disinfection 
or even autoclaving. Incorporation of Multi Resistant Organisms 
(MROs) into biofilm could help explain how the same strain of 
bacteria can cause isolated cases of nosocomial infection over 
a period of time”.

Dry Surface Biofilms (DSB) were found on 93% of the ICU 
surfaces tested, 52% of those had viable and culturable 
organisms in them. Most alarming is the fact that 27% of 
all samples tested were growing Multi-Drug Resistant 
Organisms (MDROs).

Given the increased resistance of organisms within a dry 
surface biofilm, there was a clear need for a way to remove 
DSBs from a contaminated surface whilst still killing the 
embedded bacteria. Standard methods currently employed 
within healthcare settings are ineffective against DSBs, as 
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evidenced by the recovery of viable MRO’s from multiple 
surfaces following repeated terminal cleaning.

For many years it was commonly thought that biofilms 
needed a moist or wet environment to survive. Surfaces 
kept largely dry were thought to not form bacterial 
biofilm. Once a surface was cleaned and disinfected it was 
considered safe. DSB exude a different extracellular matrix 
to Wet Biofilms.

Several peer reviewed studies revealed that no disinfectant 
product on the market had the ability to remove DSBs, so 
therefore couldn’t kill the microbes “embedded’ in them. 
This insight led to the development of Surfex®, the world’s 
first scientifically proven dry surface biofilm remover and 
disinfectant.

Whiteley Medical launched Surfex® Dry Surface Biofilm 
Remover and Disinfectant in 2017. This patented product 
is the first of its kind anywhere in the world, and the 
Australian and New Zealand market has been first to 
benefit from its use. Surfex® has been demonstrated to 
reduce bacterial loading within a DSB in both clean, and 
dirty, conditions.

This led to Surfex® achieving the world’s first DSB claims, 
a major step forward in the fight to lower HAI rates in 
healthcare settings globally. Surfex® is intended for use on 
environmental surfaces and for non-critical medical devices 

such as hospital beds and theatre trolleys. The benefits of 
Surfex® include excellent materials compatibility when 
compared with Bleach/Chlorine with proven kill claims 
against C-Diff, Norovirus and Tb.

Furthermore, recent studies have shown that the presence 
of soil reduces the effect of chlorine-based disinfectants 
and their ability to kill microorganisms. This has major 
implications for hospitals that routinely turn to a chlorine-
based disinfectant for their terminal, and often their day-
to-day, cleaning requirements. Unlike chlorine-based 
disinfectants Surfex® works regardless of the presence of 
soil, ensuring optimal biofilm and microorganism removal. 
It is crucial to select clinically efficient disinfectant agents 
with the potential of effectively eradicating DSB in 
healthcare environments.

Submitted by: Whiteley Corporation Research Team.

To all you sterilising technicians, who thought it was too 
hard to apply for the scholarships the NZSSA offers, it 
really isn’t. And you too may get the chance to experience 
the National Conference I attended, that was held at Luna 
Park, Sydney.

As well as meeting fellow techs from Australia and 
Papua New Guinea, its a great opportunity to listen to 
some interesting speakers, learn about new technology, 
products and services, and get inspired by the interesting 
keynote speakers that attend.

It kicked off Wednesday afternoon, with nibbles and 
drinks, and the chance to register and mingle with the 
trade exhibitors, get some pens, and try and find my fellow 
scholarship winners. It didn’t take me long to find their 
soothing, kiwi accents. Hi Kimberley, Gita and Monique.

Thursday started early, with a welcome from the FSRACA 
President, and straight into the first keynote speaker, 
Rabia Siddique. What started out as a story about trying 
to fit in, very quickly turned into a harrowing story of her 
survival in the most awful situations, and how having a 
goal, and not accepting her role as a victim, shaped who 
she has become today. Rabia has written a book about her 
experiences, and I highly recommend it.

Andrew Smith gave an interesting talk about his 
experience of reducing the risk of CJD, by testing. And 

how it really is a team effort, with one purpose, how vital 
it is to work together to achieve the same outcome. Sterile 
equipment.

Another speaker, Martin Pfeifer, was putting the message 
out there, that if your washer and disinfectants are doing 
there job correctly, there should be no need for pre-
washing. Martins talk caused a lot of discussion after, in 
the Q & A, but it was interesting to hear his views, and 
extensive knowledge about the standardisation of washer 
disinfectors.

The need for more organ donors, experiences of 
challenging jobs, education of sterilising in private 
practices, it was all there on the first day.

Dinner and drinks at the conference, were delicious, with 
a 3 course meal, and trivial pursuit game, in-between 
courses, really put 
a different spin on 
the entertainment 
for the night. Not 
forgetting the disco 
afterwards.

Friday started with 
the 2nd keynote 
speakers, Boo and 
Slash. Two ex RAF 

FSRACA Conference Luna Park 12 – 14 
September 2018
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Fighter Pilots, who made sure we we’re all awake with a 
Top Gun style video of fighter jets and that classic Kenny 
Loggins song, “Danger Zone”. Yes, we were awake now.

Alison Stewart followed with her views on Risk 
Management, and how to make it work. As a newly elected 
H & S rep, I found her talk really helpful. And Shelagh 
Thomas had some great news regarding a new provider 
for the Sterilisation Technician course, which is great 
news for those of us wanting to pursue further education.

Overall, the FSRACA Conference was an amazing 
experience, and I’m very grateful to have attended it. So 

the next time the opportunity arises, and a scholarship is 
offered, take the challenge. Its not that hard to register 
and apply. Thanks to the NZSSA for the opportunity to

attend. And as a added bonus, it happened to be on at the 
same time as a 10km Sydney Bridge Run myself, Jenny 
Carston and Leanne Smith had been training for. And yes, 
we completed it under time and injury free.

Thanks, 

Anna Tee. BOPDHB 
30 September 2018

There are two standards out for public comment. Make sure you take time to submit your comments. All comments are 
considered as part of the process of ensuring the end user is heard.

It is with sadness that we announce that Rosemary Steinhardt has passed away.  Rosemary was passionate about 
reprocessing medical devices. 

SRACA QLD would like to acknowledge Rosemary’s extensive contribution to infection prevention and control and 
clinical practice in sterilising services over her long-standing career. Rosemary played a key role in the sterilising 
processes in Queensland and made a significant contribution to the various bodies of work introducing safe clinical 
practices.

To make comment go to the Standards Australia website, https://www.standards.org.au/, open the Public Comment 
section. This lists the standards and allows log on for submitting comment. If you have any problems please email your 
comments to Alison, nzsterilescienceassoc@gmail.com

The AS/NZS 4187 text amendment is in the final stages of editing and is anticipated to be in print in the next month or 
so.

As other project news becomes available it will be included in the journal for members to keep up to date.

Standards Update 
There are two standards out for public comment. Make sure you take time to submit your 
comments. All comments are considered as part of the process of ensuring the end user is heard.  

Draft Number: AS 2773 
Title: Ultrasonic cleaners for health service organisations 
Public Comment Closing Date: 03/05/2019 23:59 
 
Draft Number: AS 5330 
Title: Drying Cabinets for reusable medical devices 
Public Comment Closing Date: 03/05/2019 23:59 
 

To make comment go to the Standards Australia website, https://www.standards.org.au/, open the 
Public Comment section. This lists the standards and allows log on for submitting comment. If you 
have any problems please email your comments to Alison, nzsterilescienceassoc@gmail.com 

The AS/NZS 4187 text amendment is in the final stages of editing and is anticipated to be in print in 
the next month or so.  

As other project news becomes available it will be included in the journal for members to keep up to 
date. 

 

 

Standards Update

Farewell to one of our Aussie mates
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GET QUALIFIED 
IN STERILISING 
TECHNOLOGY

New Zealand Certificate  
in Sterilising Technology (Level 3)

New Zealand Certificate  
in Sterilising Technology (Level 4)

New Zealand Diploma  
in Sterilising Technology (Level 5)

You could be eligible for fees free study!
Visit feesfree.govt.nz to find out more.

New Zealand Certificate in Sterilising 
Technology (Level 4)

For entry to the Level 4 certificate, you must have:
•	 NCEA Level 2 or equivalent educational achievement or any 

Level 3 sterilising technology qualification;
•	 access to the internet to enable completion of the qualification 

in an online environment;
•	 access to a workplace experience for a total of 25 hours for 
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Work hours required: 25
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equipment at each stage of the cycle. 

New Zealand Certificate in Sterilising  
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For entry to the Level 3 certificate, you must have:
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•	 access to the internet to enable completion of the qualification 

in an online environment; and
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Practice
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In order to ensure a safe working environment and control the 
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New Zealand Diploma in Sterilising  
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For entry to the Level 5 diploma, you must have:
•	 Certificate in Sterilising Technology (Level 3)  

(Open Polytechnic), or the New Zealand Certificate in  
Sterilising Technology (Level 4), or equivalent;

•	 Access to the internet to enable completion of the qualification  
in an online environment; and

•	 Access to a workplace that utilises sterilising technology.

Quality Management Systems for Reprocessing Facilities
Course code: PUBH5008*
*Can be cross-credited with 3310 (Open Polytechnic)
Intake: TBC 

Gain skills and knowledge to become accustomed to the 
requirements of a quality management system used for 
reprocessing reusable medical devices.

Continuous Improvement of Reprocessing Services
Course code: PUBH5009
Intake: Trimester 1, 2 and 3

Develop skills and knowledge to utilise research, critical 
thinking and professional practice to inform the continuous 
improvement of quality management processes used in the 
reprocessing of reusable medical devices.

Validation for the Sterilisation Reprocessing Cycle
Course code: PUBH5010*
*Can be cross-credited with 3308 (Open Polytechnic)
Intake: TBC

Learn how to plan, implement and review validation of the 
reprocessing cycle in the context of the reprocessing of 
reusable medical devices.

Monitoring for the Reprocessing Cycle
Course code: PUBH5011
Intake: Trimester 2 and 3

Learn how to plan, implement and review monitoring of the 
sterilisation process in the context of the reprocessing of reusable 
medical devices.

Leadership skills for Sterilisation Management
Course code: PUBH5012*
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Intake: Trimester 3

Develop knowledge and skills necessary to lead a team to 
ensure compliant and safe practice of a reusable medical device 
reprocessing facility.

Evidence Based Practice for the Sterilise Sciences
Course code: PUBH5013
Intake: TBC

In this final paper, you’ll develop your research and critical thinking  
skills in order to apply an evidence-based perspective to your 
professional practice in the sterile sciences.
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ENQUIRE TODAY

Maria Ngawati
Programme Manager – Health
Faculty of Education, Health,  
Nursing & Social Services
P +64 7 921 8531
E Maria.Ngawati@toiohomai.ac.nz

*Fees are applicable for study in 2019 and are indicative only.  
Course-related costs may apply.

APPLY NOW
0800 86 46 46  |  toiohomai.ac.nz

Mokoia Campus
Mokoia Drive, Tihiotonga
Private Bag 3028 
Rotorua 3046

Windermere Campus
70 Windermere Drive, Poike
Private Bag 12001
Tauranga 3143

Our name means to aim high and achieve great heights -  
to be awakened by learning. 

We believe that your success is the key to the success of  
our whole region. That’s why we’re here to help make your 
dreams a reality.

Our five main campuses are located throughout the  
beautiful Bay of Plenty and South Waikato, home to 
arguably New Zealand’s best beaches, lakes, mountains, 
and thermal wonderland. We also have more than  
80 extra delivery sites dotted across our region and  
almost 200 programmes to choose from. All of this makes  
it easy for more than 13,000 students to study with us  
every year.

Join us for your learning journey and let’s discover  
your true potential!
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The second part of the recommendation “Information to be provided by the medical device manufacturer” pointed out that 
the accuracy of the manufacturer’s instructions should be verified already at the time of procurement of medical devices.
It has been pointed out that, ideally, all relevant parties should play a role in the procurement process. Only in that way the 
needs of users can be taken into account just like those of the purchasing department and compatibility of the medical devices 
with the available processing methods can be confirmed.
A checklist was provided with Recommendation 108 to support the assessment of all influencing factors in the processing of 
the newly procured medical device. In the meantime, there have been some comments and suggestions for improvement of 
this checklist from the readers, which have prompted us to publish an update of the checklist. 
Please use this revised version of the checklist in the future. It is coordinated with representatives of the AKI, among others, 
and will certainly provide useful support to the procurement process. 
You can also download the checklist from the DGSV e.V. website.
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Checklist for procurement of new medical devices based on EN ISO 17664

Device Name and address of manufacturer/provider

Contact person
TEL.

FAX

E-mail

Article No

Reason/application area/discipline 

Information required YES NO Description available in

Declaration of conformity/certificate available?  

Processing instructions available?

Has the process indicated by the MD manufacturer been validated?

Article list/catalogue of accessories available?

Information required YES NO
Description available in the instructions 
for use (IFU) or in (please state)

Dismantling/assembly required?

Maintenance intervals/tests required?

Restricted processing (max cycles)?

Automated cleaning and disinfection possible at 93°C?

Automated cleaning and chemo-thermal disinfection possible?

Alkaline cleaning possible?

Neutral cleaning required?

Special cleaning adapters required?

Positioning aids required?

Special care agents required?

Special requirements for packaging?

Steam sterilization at 121°C 20 min?

Steam sterilization at 134°C 5 min/18 min?

Formaldehyde sterilization?

Ethylene oxide sterilization?

H2O2 sterilization processes?

Other sterilization processes?

Terminal disinfection – sterilization not required?

Replacement during repair possible?

Provision of sample possible?

Company seal
Date

Signature
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The New Zealand Sterile Sciences Association (NZSSA) is committed to providing education opportunities to its 
members in as many formats as possible to grow knowledge and skills in the field of sterile sciences in New Zealand. 
This is with the aspiration of growing our leaders of the future.

SCHOLARSHIPS BEING MADE AVAILABLE IN 2019:

NZSSA Sponsored Scholarships  
The New Zealand Sterile Sciences Association (NZSSA) is committed to providing education 
opportunities to its members in as many formats as possible to grow knowledge and skills in the field 
of sterile sciences in New Zealand. This is with the aspiration of growing our leaders of the future. 

Scholarships being made available in 2019: 

Conferences:  

 

 

 

Tertiary Education: 
 
This education scholarship is being provided to enable up 
to two members per calendar year to develop knowledge 
associated directly with reprocessing of reusable medical 
devices and the environment this is carried out in. 

 

Research: 
Research enables our people to be involved in the future scape 
of sterilising technology. If you have a research topic the NZSSA 
is interested in seeing what support can be provided.  
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The daily Bowie & Dick Test
COMPARISON OF ELECTRONIC PROCESS CONTROL WITH END POINT 
CONTROL VIA CHEMICAL INDICATORS

PanAmerican FORUM 1/2018 43

FORUM Medical Devices and Processes – Volume 32

The daily Bowie & Dick Test: comparison of electronic process control 
with end point control via chemical indicators
Robert Streller, Stephan Kirschner 
robert.streller@xyleminc.com; stephan.kirschner@xyleminc.com

In the market for Bowie & Dick (BD) tests, 
there are a variety of different test systems. 
In these systems, conformity with EN ISO 

11140-4 [3] can be confirmed either by the 
manufacturer or by an independent laboratory. 
In the test described here, the ability of various 
BD test systems to detect insufficient steam 
penetration according to EN ISO 11140-4 [3] 
is to be determined.
The recommendation of the Technical Com-
mittee Qualität (Quality) of the german spe-
cialist society DGSV published in 2015 (4) 
shows the various options with which a BD 
test can be carried out. Section 12.1.6 of EN 
ISO 17665-1 [1] clearly regulates the daily BD 
test. EN 285 [2], section 17.1 lists possible 
causes for a failed BD test.
– ineffective air removal phase (corresponds 

to Error 2, as described in EN ISO 11140-4 
[3])

– a leak during air removal (corresponds to 
Error 1, as described in EN ISO 11140-4 
[3])

– non-condensable gases in the supplied 
steam (corresponds to Error 3, as de-
scribed in EN ISO 11140-4 [3]).

The recommendation indicates that there may 
be other reasons not described in more de-
tail than those mentioned in EN 285 [2] for 
a faulty BD test. Only through sufficient air 
removal and good steam quality can safe steril-
ization be guaranteed. This safety is ensured by 
the daily BD test guaranteed.

Options for the BD test

1. The standard test package (laundry 
pack)
The test with the laundry pack is very time 
consuming and requires specially trained per-
sonnel. This test, if at all, is only used for vali-
dation.

2. Chemical indicator systems (alternati-
ve BD test system according to EN ISO 
11140-4 [3])
Test strips or test sheets are attached as an 
indicator in a test specimen (test pack, helix). 
The reaction with steam and temperature 
causes a color change on the indicator, which 
is then optically evaluated. The exposure time 
of 210 ± 5 seconds must be kept very precisely. 
For the effectiveness of the test, the storage 
conditions for the test strips have to be just 
right.

3. Electronic test systems (alternative 
BD test system according to EN ISO 
11140-4 [3])
Electronic systems, like the chemical indicators, 
are very easy to use. The test result is deter-
mined by measuring the physical parameters 
during the process (temperature, pressure, 
time).

All of these systems, like the chemical indica-
tors, are tested according to EN ISO 11140-4 
[3]. For many of these systems, the effective-
ness according to EN ISO 11140-4 [3] is con-
firmed by independent testing laboratories. 
Electronic systems exist as independent sys-
tems and as integrated systems. Independent 
systems can, as described in EN 285 [2], be 
arranged in the center of the chamber. For 
integrated systems this is usually not possible. 
Permanent documentation of the test results 
is given with these systems.

Comparison of test results 
with chemical indicators and 
electronic systems
The tests were carried out in a test steriliz-
er from Lautenschläger, type CENTRACERT 
3119. In the test were various chemical sys-
tems (paper test pack):
– BD test 3M 1301,
– BD-Test Browne STE2352AB,
Hollow items system:
– Melacontrol,
– GKE Chemo-D-BDS-1-C-H-EU,
– GKE Chemo-D-BDS-1-C-P-EU
and the electronic BD-Test EBI 16 from ebro.

The test scenario according to EN ISO 11140-
4 [3] was chosen for this test. In that standard, 
the fault criteria for the possible causes for a 
failed BD test (as described in EN 285 [2]) are 
precisely defined.
The faultless test cycles and the settings of the 
faulty test cycles were tested with a laundry 
package in accordance with EN 285 [2] (Fig. 

Fig. 1: Arreglo del paquete de lavandería
Arrangement of the laundry package

Fig. 2 a: Apéndice B1
Ventilación por cambio de presión en el vacío
ciclos de ensayo:
– aprobado
– Fuga en la evacuación (Error 1)
– Falta de paso de desaireación (error 2)
– Inyección de aire en calefacción (Error 3)

Appendix B1
Air removal by pressure change at vacuum
Test cycles:
– Passed
– Leakage during evacuation (Error 1)
– Fault in air removal step (Error 2)
– Air injection during heating (Error 3)

Fig. 2 b: Apéndice B2
Ventilación por cambios de presión transat-
mosférica
Ciclos de ensayo:
– aprobado
– Falta de paso de desaireación (error 2)

Appendix B2
Air removal by transatmospheric pressure 
changes
Test cycles:
– Passed
– Fault in air removal step (Error 2)

Fig. 2 c: Apéndice B3
Ventilación por cambio de presión a so-
brepresión
Ciclos de ensayo:
– aprobado
– Inyección de aire en calefacción (Error 3)
Appendix B3
Air removal by pressure change at overpressure
Test cycles:
– Passed
– Air injection during heating (Error 3)
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[3])

– a leak during air removal (corresponds to 
Error 1, as described in EN ISO 11140-4 
[3])

– non-condensable gases in the supplied 
steam (corresponds to Error 3, as de-
scribed in EN ISO 11140-4 [3]).

The recommendation indicates that there may 
be other reasons not described in more de-
tail than those mentioned in EN 285 [2] for 
a faulty BD test. Only through sufficient air 
removal and good steam quality can safe steril-
ization be guaranteed. This safety is ensured by 
the daily BD test guaranteed.

Options for the BD test

1. The standard test package (laundry 
pack)
The test with the laundry pack is very time 
consuming and requires specially trained per-
sonnel. This test, if at all, is only used for vali-
dation.

2. Chemical indicator systems (alternati-
ve BD test system according to EN ISO 
11140-4 [3])
Test strips or test sheets are attached as an 
indicator in a test specimen (test pack, helix). 
The reaction with steam and temperature 
causes a color change on the indicator, which 
is then optically evaluated. The exposure time 
of 210 ± 5 seconds must be kept very precisely. 
For the effectiveness of the test, the storage 
conditions for the test strips have to be just 
right.

3. Electronic test systems (alternative 
BD test system according to EN ISO 
11140-4 [3])
Electronic systems, like the chemical indicators, 
are very easy to use. The test result is deter-
mined by measuring the physical parameters 
during the process (temperature, pressure, 
time).

All of these systems, like the chemical indica-
tors, are tested according to EN ISO 11140-4 
[3]. For many of these systems, the effective-
ness according to EN ISO 11140-4 [3] is con-
firmed by independent testing laboratories. 
Electronic systems exist as independent sys-
tems and as integrated systems. Independent 
systems can, as described in EN 285 [2], be 
arranged in the center of the chamber. For 
integrated systems this is usually not possible. 
Permanent documentation of the test results 
is given with these systems.

Comparison of test results 
with chemical indicators and 
electronic systems
The tests were carried out in a test steriliz-
er from Lautenschläger, type CENTRACERT 
3119. In the test were various chemical sys-
tems (paper test pack):
– BD test 3M 1301,
– BD-Test Browne STE2352AB,
Hollow items system:
– Melacontrol,
– GKE Chemo-D-BDS-1-C-H-EU,
– GKE Chemo-D-BDS-1-C-P-EU
and the electronic BD-Test EBI 16 from ebro.

The test scenario according to EN ISO 11140-
4 [3] was chosen for this test. In that standard, 
the fault criteria for the possible causes for a 
failed BD test (as described in EN 285 [2]) are 
precisely defined.
The faultless test cycles and the settings of the 
faulty test cycles were tested with a laundry 
package in accordance with EN 285 [2] (Fig. 

Fig. 1: Arreglo del paquete de lavandería
Arrangement of the laundry package

Fig. 2 a: Apéndice B1
Ventilación por cambio de presión en el vacío
ciclos de ensayo:
– aprobado
– Fuga en la evacuación (Error 1)
– Falta de paso de desaireación (error 2)
– Inyección de aire en calefacción (Error 3)

Appendix B1
Air removal by pressure change at vacuum
Test cycles:
– Passed
– Leakage during evacuation (Error 1)
– Fault in air removal step (Error 2)
– Air injection during heating (Error 3)

Fig. 2 b: Apéndice B2
Ventilación por cambios de presión transat-
mosférica
Ciclos de ensayo:
– aprobado
– Falta de paso de desaireación (error 2)

Appendix B2
Air removal by transatmospheric pressure 
changes
Test cycles:
– Passed
– Fault in air removal step (Error 2)

Fig. 2 c: Apéndice B3
Ventilación por cambio de presión a so-
brepresión
Ciclos de ensayo:
– aprobado
– Inyección de aire en calefacción (Error 3)
Appendix B3
Air removal by pressure change at overpressure
Test cycles:
– Passed
– Air injection during heating (Error 3)
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1). All BD systems being tested had to be in 
accordance with EN ISO 11140-4 [3], the stan-
dard, which describes the cycles shown in Fig. 
2. To ensure reproducibility, all tests were per-
formed three times in a row. The specimens 
were placed around the center of the chamber 
(Figure 3).
During review it became apparent that it can 
be very difficult to interpret the color change 
correctly. Visual evaluation by different persons 
not involved in the test has sometimes yielded 
very different results. An objective evaluation 
near the threshold of color change is not pos-
sible. Definite and objective evaluation also de-
pends on the lighting in the room. Electronic 
systems offer security through a clear state-
ment of “passed” or “failed”.
Fig. 4 a and b show the result of the electronic 
BD-Test EBI 16 from ebro. The chemical sys-
tems displayed very varied results. Some sys-
tems recognize all errors safely, others can de-
tect only some of the preset faulty conditions. 
The electronic BD-Test EBI 16 has identified 
all cycles correctly. Some of the chemical indi-
cators did not represent some of the errors. 
Only the BD-Test 3M 1301 detected all errors.
For the color change of the chemical indica-
tors, exposure time is also crucial. The BD test 
is clearly set up in the standards with an expo-
sure time of 210 seconds ± 5 seconds. To illus-
trate the differences in the results, all the faulty 
cycles were repeated both with an exposure 
time of 180 seconds and with 240 seconds ex-
posure time.
With a shorter exposure time, more errors 
were detected by some chemical indicators. 
However, this is not normative and also not 
reproducible. However, if time increases, the 
accuracy decreases (Table 1). The systems rec-
ognize fewer errors. As can be seen from Table 
1, with the electronic system EBI 16 the expo-
sure time has no influence on the result.
In electronic systems, the rating is very differ-
ent due to the different technical implemen-
tation. Some need an exact exposure time, 
others do not. This depends on the measuring 
system. However, an exact measurement and 
evaluation of the time is usually possible.
Even though both systems (blue and violet) 
correspond to EN ISO 11140-4 [3], GKE 
Steri-Record shows a clear difference in the 
rating (Fig. 5): The indicator in the blue system 
clearly shows an error, whereas the indicator 
in the violet system has completely changed 
color and thus does not recognize the error.

Conclusion
Although all of the systems in the test com-
ply to EN ISO 11140-4 (3) according to their 
labels, the normative tests show very varied 
results. The results range from fully compliant 
to unusable.

For the user, it makes sense, not to rely solely 
on the statements of the manufacturers, but to 
choose a system which is certified by an ac-
credited testing laboratory. Ultimately, the sys-
tem should provide results that ensure patient 
safety. On request every manufacturer will give 
you this certificate. 
During validation, the procedures for routine 
checks are also defined and reviewed. Only re-
liable routine checks ensure that the process 
remains safe for the whole duration of the val-
idation period. ❰❰
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Paper BD-Test 3M 1301 P P P P P P P P

BD-Test Browne STE2352AB P O O O P O P O

Helix Melacontrol P O O O P O P O
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Error  
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Paper BD-Test 3M 1301 P P P P P P P P

BD-Test Browne STE2352AB P O O O P O P O
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OK Error  
1

Error  
2

Error  
3 OK Error  

1 OK Error  
2
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Plateau time 210 seconds according to standard

Cycle B1 Cycle B2 Cycle B3

System

System

Cycle B1 Cycle B2 Cycle B3

System

Plateau time 240 seconds lengthened
Cycle B1 Cycle B2 Cycle B3

Table 1
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NZSSA 2019 ANNUAL CONFERENCE 
TE PAPA, WELLINGTON 

Sustainability – Our Profession, Our Future 
Wednesday 11 – Friday 13 September 2019

Wednesday 11th September 2019 
Trades Opening & Welcome Function

Thursday 12th September 2019 
Plenary Sessions 

Conference Dinner

Friday 13th September 2019 
AGM and working breakfast 

Plenary Sessions

A draft programme will be available for delegates during April. 
Watch the website for updated information and future Supplyline journals.

Earlybird registration will close on 31 July 2019
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EN ISO 17664:2017 
Wayne Spencer 
wspencer@snweb.co.uk

This article gives a synopsis on the 
changes to the EN ISO 17664 standard 
from the 2004 version and introduces 

the new proposed 2nd part that will deal with 
non-invasive medical devices. 
The last version of EN ISO 17664 was pub-
lished in 2004 and titled Sterilization of med-
ical devices – Information to be provided by 
the manufacturer for the processing of rester-
ilizable medical devices. A clue to the scope of 
the document was in the name – resterilizable 
medical devices. In 2013 a decision was taken 
by ISO members to enlarge the scope of the 
document whilst at the same time reviewing 
its content. The new version of the standard 
was published by the International Standards 
Institute in October 2017. With respect to 
Europe, the standard was distributed by CEN 
in December 2017 and CEN member national 
standards bodies have until 30th June 2018 to 
publish their own identical national standards 
or endorsements. 
The title of the revised standard is “Processing 
of health care products – Information to be 
provided by the medical device manufacturer 
for the processing of medical devices”. The 
scope of the new document is significantly 
wider than the original; hence the removal of 
the term resterilizable and its replacement by 
the word processing. It now includes medical 
devices that are intended for invasive or oth-
er direct patient contact that require cleaning, 
disinfection and/or sterilization. For the first 
time, some devices that do not routinely re-
quire sterilization will be included within the 
remit of the standard.There are still some 
medical devices that fall outside of the new 
version and these are:

• non-critical medical devices not intended 
for direct patient contact;

• textile devices used in patient draping sys-
tems or surgical clothing;

• medical devices specified by the manufac-
turer for single-use only and supplied ready 
for use.

The definitions used within the document 
have been updated to take into account the 
approach taken in the revision to the ISO 
11139 technical specification. EN ISO 11139 
“Sterilization of health care products – Vo-
cabulary of terms used in sterilization and re-
lated equipment and process standards” will 
soon be published as a standard rather than 
a technical specification and it has sought to 

align the use of terms across all the sterili-
zation standards where possible. However, at 
the time of publication, EN ISO 11139 was still 
at draft stage and therefore some definitions 
that were not specific to 17664 may have al-
tered slightly as part of the EN ISO 11139 
consultation period. This should not present 
any issues to the reader of 17664 as the sub-
sequent changes were mostly for ease of un-
derstanding.
As per the previous edition, the manufac-
turer still needs to validate that any process 
detailed in the IFU’s is suitable for repro-
cessing the medical device, but this is further 
strengthened by the requirement to have ob-
jective evidence available that validation of the 
processing procedures has been undertaken. 
This evidence will need to confirm that the 
medical device will be clean, disinfected and/
or sterilized when processed as directed. If a 
manufacturer supplies a number of different 
devices that all share common processing fea-
tures and attributes, then validation studies 
may be performed as a process for the whole 
group of devices. This approach aligns with 
the “product family” approaches taken in oth-
er process standards such as EN ISO 17665 
for moist heat sterilization processes and EN 
16442 for controlled environment storage 
cabinets. If this approach is taken, the medical 
device manufacturer will need to demonstrate 
commonality between the different medical 
devices included within the family and the val-
idation studies need to reflect the worst case 
aspects of the product family.
The new version has a greater emphasis on 
risk analysis and it is now a requirement to 
undertake this according to EN ISO 14971 in 
order to comply with the standard. In fact, EN 
ISO 14971 is the only normative reference 
within the standard which gives an indication 
as to how relevant that standard is to the im-
plementation of 17664.
The information supplied needs to reflect the 
nature of the medical device and its intended 
use. When providing processing instructions, 
the medical device manufacturers need to be 
aware of any available national and international 
standards and guidelines, whether any specific 
training is required and the types of processing 
equipment commonly available to the person/
department undertaking the processing. The 
standard requires at least one validated meth-
od to be specified for each applicable stage 

of processing of the medical device. In an im-
provement on the previous version, it requires 
that the method is relevant to the market in 
which the medical device is to be supplied. This 
aligns with clause 23.4.n of the new Medical 
Device Regulation 2017/745 in Europe which 
states “if the device is reusable, information 
on the appropriate processes for allowing re-
use, including cleaning, disinfection, packaging 
and, where appropriate, the validated method 
of re-sterilisation appropriate to the Member 
State or Member States in which the device 
has been placed on the market”. If processing 
of a medical device is known to lead to deg-
radation that might limit the service life of the 
device (in terms of functionality, biocompati-
bility or effective subsequent processing), then 
the manufacturer needs to provide information 
regarding those limitations and restrictions to 
the processor.
The clauses are then split into sections for 
each stage of processing including:
• initial treatment at the point of use;
• preparation before cleaning;
• cleaning;
• disinfection;
• drying;
• inspection and maintenance;
• packaging;
• sterilization;
• storage, and
• transportation.

There is a distinct switch of emphasis from 
manual processes in favour of validated au-
tomated ones and the sections on cleaning, 
disinfection and sterilization establish links 
to current process/equipment standards such 
as EN ISO 15883 and EN ISO 17665. These 
are further split into separate subsections for 
automated and manual process requirements. 
The clauses that describe the individual pro-
cess steps have been reviewed and revised and 
provide greater detail in most cases.
The informative annexes have been complete-
ly revised and Annex A now provides details 
of processing steps typically performed in a 
healthcare facility rather than a matrix of de-
vice examples. Annex B still contains an exam-
ple of a reprocessing instruction layout, whilst 
a new Annex C gives guidance on classification 
of medical devices. Finally, Annex D gives brief 
additional information on clauses 6 and 6.1.5 
within the standard.
Many of the text changes are subtle and re-
flect changes in the availability of automated 

EN ISO 17664:2017
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processes over the last 13 years but the big-
gest change by far is that the standard now 
embraces the many critical and semi-critical 
devices that require cleaning and disinfection 
but not necessarily sterilization. Therefore, de-
vices such as endoscopes will fall within the 
intended remit of EN ISO 17664 for the first 
time.
Since the publication of the standard, ISO has 
agreed to commence work on a subsequent 

second part that deals with some of the devic-
es not included within the current document. 
This is still at the internal work group stage 
but is likely to address non-critical medical de-
vices. This will require some adjustment to the 
introduction and scope of the existing single 
part document, but the proposed structure 
would see the current standard become part 
1 for critical and semi-critical medical devic-
es and the additional document, part 2 for 

non-critical devices. Any device that requires 
sterilization would fit into part 1. However 
this is still being discussed and developed and 
the new part to the standard is unlikely to be 
available for a couple of years at best. ❰❰
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Information gathered in this application form will be used to process the application and for statistical purposes. Member information will not be shared with any 
person or organisation. Statistical information will not identify individuals. 
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NZSSA Executive 2018 – 2021

PRESIDENT:
Shelagh Thomas, CSSD
Hutt Hospital
Private Bag 31907 Lower Hutt 5040
Phone: 04 566 6999 ext 2745
Mobile: 027 589 6473
Email: shelagh.thomas@huttvalleydhb.org.nz

SECRETARY & VICE PRESIDENT:
Jenny Carston
CSU
Tauranga Public Hospital
Private Bag 12024, Tauranga 3143
Phone: 07 579 8680
Email: jenny.carston@bopdhb.govt.nz

TREASURER:
Alison Stewart, NZSSA Treasurer
28 Brighton Street
Island Bay, Wellington 6023
Mobile: 021 209 8127
Email: nzsterilescienceassoc@gmail.com

Sue Woods
Librarian
TSU
Burwood Hospital
Private Bag 4708, Christchurch 8140
Phone: 03 383 6836 Ext. 99990
Mobile: 027 711 1444
Email: sue.woods@cdhb.health.nz

Kerry Nicholls, CSD
Wakefield Hospital
Private Bag 7909, Wellington 6242
Phone: 04 381 8100 Ext. 5927
Mobile: 027 275 3603
Email: Kerry.nicholls@wakefield.co.nz

Martin Bird
Sterile Services
Dunedin Hospital
Private Bag 1921, Dunedin 9054
Phone: 03 470 9639
Mobile: 027 812 6064
Email: martin.bird@southerndhb.govt.nz

June Isted
Sterile Services Unit
Hawkes Bay Hospital
Omahu Road, Hastings 4120
Phone: 06 8788109 Ext. 6597
Mobile: 027 727 3048
Email: june.isted@hawkesbaydhb.govt.nz

Kevin Green 
Sterile Services Unit 
Whangarei Hospital 
Maunu Road Whangarei 
Email: kevin.green@northlanddhb.org.nz

Tracey Kereopa
Sterile Services
Wairarapa DHB
Mobile: 0275 829 541
Email: tracey.kereopa@wairarapa.dhb.org.nz

Helen Chegwin 
Sterile Services Unit 
Whangarei Hospital 
Maunu Road Whangarei
Email: helen.chegwidden@northlanddhb.org.nz




