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We are pleased to have New Zealand Medical & Scientific as the sponsor for Module 8 Cleaning, Disinfection and Sterilisation, of the IPC Fundamentals Programme.

Tristel is the global leader in chlorine dioxide disinfectant solutions for infection prevention and contamination control. With the Tristel 'Trio50' Wipes System available in New Zealand for over a decade, Tristel has expanded its product portfolio to offer chlorine dioxide solutions for a wide range of applications.

Chlorine dioxide is a broad-spectrum biocide with proven activity against bacteria, viruses, yeasts, mycobacteria, and bacterial spores when tested against European test norms. Chlorine dioxide has a proven public record of being a high-level, sporicidal disinfectant that is effective with contact times as short as 30 seconds.

Tristel's 'Stella System', is a semi-automated system, designed for high-level disinfection of medical devices with a five-minute cycle time.

Jet and Fuse are part of Tristel's surfaces range, which achieve sporicidal disinfection of environmental surfaces from as little as 30-seconds.

The 'Duo' range provides disinfection for non-critical ultrasound and ophthalmological devices with a contact time of two minutes.

Water delivered by 'Tristel Rinse Assure' is compliant with AS/NZ-4187 Table 7.3.

Tristel also provides accessory products and services to support their product use, including the educational 'Tristel Online Training Portal'; 'Tristel 3T' for digital traceability, and 'Tristel Protect' for validated, 72-hour storage of small and medium-sized medical devices.

For more products and information please visit www.tristel.com

[bookmark: _GoBack]We also invite you to follow us on LinkedIn  @Tristel-anz
They provide a range of products for infection prevention see the range below.
Links to companies do not indicate IPCNC endorsement of any products or services.




  [image: ]
image4.emf
Mkt-Bro-079-5 Tristel  RA Rinse Assure Brochure.pdf


Mkt-Bro-079-5 Tristel RA Rinse Assure Brochure.pdf


TM


A Reverse Osmosis system 
that combines filtration and 


chlorine dioxide dosing







Tristel RA provides microorganism-free water, enables successful 
prevention of cross contamination within plumbing and filtrations 
systems.
Nelson Laboratories (Nelson Labs) is a leading United States laboratory used by 
medical device companies, including EWD companies, for disinfectant testing1. The 
effectiveness of Tristel RA was evaluated by Nelson Labs under Good Laboratory 
Practice (GLP) test conditions. 


Tristel RA was challenged with a high bioburden (>106 CFU/mL) of biofilm forming 
species Mycobacterium terrae and Pseudomonas aeruginosa. Organisms were 
injected directly into the tank of Tristel RA representing a worst-case contamination 
scenario. The Tristel RA cycle was run, and a >6 log10 reduction of both M. terrae and P. 
aerugionsa was achieved2. 


1. Nelson Labs, 2019 https://www.nelsonlabs.com/our-company/ Accessed: 04/03/2019


2. Pace (2017), ‘Tristel Rinse Assure Disinfection Study GLP Report’, Nelson Laboratories 


Tristel RA is a 3-in-1 system: 


It filters particles down to 0.2μm through a  
three-stage filtration process.


It treats incoming water through an RO membrane. 


It doses this water with low levels of Tristel’s 
proprietary ClO2 chemistry. 


Tristel RA (Rinse Assure) is a Reverse 
Osmosis (RO) system that combines 
filtration and chlorine dioxide (ClO2) 
dosing. It is specifically designed 
to be connected to an Endoscope 
Washer Disinfector (EWD). 
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RA IS THE 
NEW RO


RA PREVENTS BIOFILM.  
RO DOESN’T. 


RA PROVIDES BACTERIA-FREE 
WATER. RO DOESN’T. 


RA REMOVES >6 LOG 
OF MYCOBACTERIA AND 
PSEUDOMONAS CONTAMINATION 
FROM INCOMING WATER SUPPLY. 
RO DOESN’T.


RA PROACTIVELY PROTECTS 
AGAINST DEAD VOLUMES 
BETWEEN RA AND EWDs.  
RO DOESN’T. 


RA DOSES CHLORINE DIOXIDE.  
RO DOESN’T. 


RA ACTIVELY PREVENTS 
MICROBIAL PROLIFERATION.  
RO DOESN’T. 


RA SAVES TIME, SPACE AND 
MONEY. RO DOESN’T. 


EFFECTIVE
TRISTEL RA IS MORE EFFECTIVE,  
MORE ECONOMICAL AND MORE  
RELIABLE THAN RO, BECAUSE:


Water delivered by Tristel RA is compliant with the 
relevant parts of the following industry standards 


and guidelines:


• EUROPE: EN 15883 
• UK: HTM 01-06 


• USA: AAMI TIR:34:2014 
• AUSTRALIA: ASNZ 4817 


ASSURED
Can be used with EWDs 


manufactured by:


• Cantel
• Getinge
• Medivator


MOBILE
• Easily transported to 


accommodate anywhere


BENEFITS
• Can be at a five metre 


distance from EWD
• Remote Logging


• Performance History
• Track and Trace


• Olympus
• Soluscope
• Wassenburg


Tristel RA doses low concentrations of Tristel’s proprietary 
chlorine dioxide (ClO2) chemistry into the incoming water 
supply used during an EWD’s decontamination cycle. 
Dosage levels can be altered depending on the expected 
bioburden and in relation to the amount of water flowing 
through the system. Tristel RA prevents bacterial 
proliferation and biofilm formation and protects the 
washer’s filter and rinse water from contamination.


TM







Endoscope 
in EWD


CHLORINE DIOXIDE


Tristel RA doses low levels of Tristel’s proprietary chlorine dioxide 
chemistry into the incoming water supply used during an EWD’s 
decontamination cycle. This biocide is generated by mixing Tristel 
Base Solution (citric acid) and Tristel Activator Solution (sodium 
chlorite) at point of use. Chlorine dioxide is compatible with all 
materials within an EWD at the concentration dosed by Tristel RA.


Chlorine dioxide as dosed by Tristel RA does not damage 
endoscopes and does not affect the chemical composition and 
efficacy of detergents (including enzymatic) and disinfectants 
(including peracetic acid) commonly used in EWDs.        


Scientifically derived data demonstrates that Tristel RA-dosed 
chlorine dioxide does not pose any significant toxicological risk 	
from any residue left on reprocessed endoscopes.


Page 2 of 2


Copyright © Tristel Solutions
Mkt-Bro-079-5


July 2020


New Zealand: Tristel New Zealand Limited, 23 Birch Avenue, Judea, Tauranga 3110
T +64 (0)7 5771560 - F +64 (0)7 5771567 - E mail-nz@tristel.com


Created by: Tristel Solutions Limited, Lynx Business Park, Cambs, UK, CB8 7NY
T +44 (0) 1638 721500 - E mail@tristel.com - W www.tristel.com


Australia: Tristel Pty Ltd, 40/328 Reserve Road, Cheltenham, VIC 3192
T 1300 680 898 - F +61 (0)3 9533 6193 - E mail-au@tristel.com


For Tristel patent information please visit: http://www.our-patents.info/tristel


Hong Kong & Taiwan: Tristel Asia Limited, 21st Floor, 168 Electric Road, Hong Kong
T +852 2895 6968 - F +852 2869 4388 - E customerservicehk@tristel.com


PRODUCT OPTIONS


SIMPLE OPERATION
Tristel RA requires minimal user input and is simple to operate. A 
password-secured touch screen enables you to log data, review bottle fill 
levels, set dosing parameters and handle any alarms. The screen can be 
mounted onto Tristel RA or placed in a central unit for remote operations.


Tristel RA can work with multiple EWDs, from endoscopy units to small 
private clinics. Tristel RA can be installed into a new unit or alongside a 
failing RO system or EWDs to overcome water sampling issues.


•	 Tristel RA Series 2: Filtration and chlorine dioxide dosing
•	 Tristel RA Series 3: Filtration with RO (50 litre tank) and chlorine dioxide dosing
•	 Tristel RA Series 3+: Filtration with RO (85 litre tank) and chlorine dioxide dosing
•	 Tristel RA Series 4D: Filtration with RO (210 litre tank) and chlorine dioxide dosing 


Duplex configuration
•	 Tristel RA Series 5: Filtration with RO (500 litre tank) and chlorine dioxide dosing 


Optional duplex configuration 


1. Prefilters 5μm and carbon
2. RO membrane  


(not available in Tristel RA Series 2)


3. Large water holding tank 
(not available in Tristel RA Series 2)


4. Tristel RA Activator
5. Tristel RA Base
6. 0.2μm bacterial filter


Contaminated water is likely when using 
filters or RO alone, leading to the formation 
of biofilm. Filters and RO do not encompass 
Tristel RA’s ongoing disinfection properties 
through the dosing of chlorine dioxide.


Chlorine dioxide dosed from Tristel RA 
prevents biofilm formation within device 
channels, plumbing and filtration systems.


PROVEN EFFECTIVE
Tristel RA was trialled in the Endoscopy Department of a hospital in 
Wales, United Kingdom. Prior to installation, three laboratories took 
full water samples to assess current quality of water supplied to 
four EWDs. Results showed high Total Viable Counts (TVC) after two 
days, some as high as 236. TVCs increased to more than 900 after 
five days.


Tristel RA was installed to dose two of four EWDs in the department. 
Two remaining EWDs continued to operate as usual to act as control 
bays. Once the installation of Tristel RA was complete, several high 
dose cycles were run to purge the EWDs. Daily samples were taken 
by the hospital and sent to three laboratories for testing.


Five days after installation, test results for water treated by Tristel 
RA showed zero TVCs. 


Numerous hospitals with out-of-action EWDs have 
come back online with the installation of Tristel RA.


Source: Pacific Northwest 
National Laboratory


RA PREVENTS BIOFILM
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Automated disinfection made simple
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Stella is an automated system designed specifically for the disinfection of heat-sensitive 			 
small and medium-sized, rigid and flexible, non-lumened and single-lumened endoscopes 			 
used in Urology, Gynaecology, IVF, Cardiology, ENT, Anesthesiology and Respiratory. 


Stella combines the simplicity of manual soaking with the sophistication of a fully                                            
automated washer disinfector.
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1. STELLA / BENEFITS


Stella’s high-level disinfection cycle time is five minutes. 
When cleaning is included, the cycle time is ten minutes.


Stella measures 70cm x 48cm x 18cm and weighs 
5.5kg when empty. The base and lid can be 
stacked and easily transported due to their 


portable size and weight.


Prior to the start of each cycle, Stella confirms that Tristel 
solutions for Stella are used. It also checks that there is 


no channel blockage. 


At the end of each cycle, Stella irrigates the channel and 
provides the user with a unique traceability code.


Fuse for Stella utilises Tristel’s proprietary chlorine dioxide 
chemistry, a well-documented and highly effective 


biocide. The Health and Safety profile of chlorine dioxide 
is superior to that of sodium hypochlorite, peracetic acid 


and glutaraldehyde.


Tristel Fuse for Stella was tested and confirmed to be 
compatible with medical devices from major 


manufacturers including*:


* Material compatibility relates to specific instruments/models.


• BK Ultrasound


• Canon (Toshiba)


• Carestream


• Esaote


• Fujifilm (Fujinon)


• Gaeltec 


• GE Healthcare


INCREASES PATIENT THROUGHPUT


When Stella irrigates the lumen it monitors the back 
pressure of the Tristel liquid passing through it and 
adjusts the pressure to protect it. The solution also 


pulses through the lumen, rather than moving at an even 
flow, dislodging soil and bio burden in the process.


SAFE FOR INSTRUMENTS


SMALL FOOTPRINT


GIVES YOU PEACE OF MIND


IMPROVES HEALTH & SAFETY


APPROVED BY MANUFACTURERS


Stella requires minimal capital investment when 
compared to a fully automated washer disinfector. The 


short cycle time improves the productivity of instruments 
enabling you to operate with fewer of them.


CUTS CAPITAL EXPENDITURE


• Hitachi


• Karl Storz


• Philips


• Siemens


• Sonosite


• Unisensor


• Xion







TM


TM


TM


For the high-level 
disinfection of non-
lumened (see Stella 
System) and single-
lumened medical 
devices, such as 
hysteroscopes, 	
cystoscopes, 
nasendoscopes, 	
intubation endoscopes 	
and bronchoscopes.


with Pulse System


System


with Pulse & Cleaning System


For the cleaning 	
and high-level 
disinfection of 
single-lumened 
and non-lumened 
medical devices, 
such as those 
listed above.


*All Stella systems exclude consumables, which are ordered separately.


Order codes: Tristel Fuse for Stella - (Citrus) TSL010601 & (Unfragranced) TSL010701 - Tristel Clean for Stella - TSL041001


For the high-level 
disinfection of non-
lumened medical 
devices, such as 
transoesophageal 
echocardiographic 
probes, transvaginal 
probes, transrectal 
probes, manometry 
catheters and 
laryngoscope blades.


The Stella System 
provides a five 
minute turnaround 
of instruments. It 
records electronic 
validation information 
which can be 
downloaded to 
software for 
traceability.


The Stella with Pulse 
System provides all 
the benefits of the 
Stella System whilst 
additionally confirming 
instrument connection 
and determining 
blocked instruments, 	
protecting them 
from over-pressure.


The Stella with Pulse 
& Cleaning System 
provides all the benefits 
of the Stella with Pulse 
System, plus a cleaning 
cycle. It has a ten 	
minute turn around 
of instruments; five 
minutes for automated 
cleaning and five 	
minutes for automated 
high-level disinfection.
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2. STELLA / PRODUCT OPTIONS







Refer to the Stella Help Guides, Quick Guides and Instructions for Use for full instructions.


KE
Y


1. Turn on Stella IQ. 2. Turn on Stella Pulse. 3. Add the pre-cleaned instrument – connecting 
lumened instruments to Stella Pulse.


5. For the high-level disinfection cycle, add one 
sachet of Tristel Fuse for Stella to five litres of water 
and add to the inner compartment of the base.


4. If using Stella for instrument cleaning prior to 	
high-level disinfection, prepare five litres of Tristel 
Clean for Stella and add to the inner compartment 	
of the base.


6. Close the lid and Stella will do the rest. The 	
high-level disinfection cycle time is five minutes. 
When cleaning is included, the cycle time is ten 
minutes. Stella drains automatically.


Stella System
Stella with 
Pulse System


Stella with Pulse & 
Cleaning System


7. At the end of the cycle, Stella will issue a validation 	
code to confirm it has completed successfully. 	
This should be recorded in the Stella Quality Audit 	
Trail Record Book or downloaded to the Stella Suite.
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3. STELLA / HOW TO USE







LID


PULSE AND TUBE SET


IQ


TOOLBOX SMALL PARTS TRAY LUBE POT


DRAINAGE OUTLET CAP GROMMETS DRAINAGE HOSE


BASE


CRADLE 
AND SHELF


* Stella also includes full user instructions, installation software, a traceability book, chargers and a USB cable to connect 
Stella IQ to your PC for full traceability reports.
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4. STELLA / COMPONENTS AND ACCESSORIES


Stella Pulse works in conjunction with Stella IQ. The units are connected via 
Bluetooth. The IQ controls the operation of Pulse. At the start of the cycle, 
Pulse will irrigate the lumen and ensure that it is filled with disinfectant. At the 
end of the disinfection cycle, Pulse removes the disinfectant from the lumen.


Stella Pulse is the lumen irrigation device used for the 
disinfection of single-lumened endoscopic devices. 







HOW TO USE TRISTEL CLEAN FOR STELLA


TM


for Stella
Clean


A disinfection cycle is only effective when the medical device has undergone thorough cleaning. 			 
Tristel Clean for Stella decomposes organic substances and proteins quickly and effectively.


Tristel Clean for Stella has an integrated 25ml dosing cap, meaning 
the correct dosage is easy to achieve for each	application.


• Decomposes organic substances and proteins quickly and effectively
• Novel corrosion inhibitors extend the lifecycle of the instrument
• No intermediate rinsing is required if Tristel Fuse for Stella is used for 


high-level disinfection
• Safe to use
• Class I Medical Device
• Two-year shelf life 


STEP 3 
Pour diluted Tristel Clean for Stella 
into the inner compartment of the 
base when prompted by Stella IQ 
and follow further instructions on 


the screen.


STEP 4 
The cleaning cycle time is five 


minutes. Upon completion 
of the cycle, Stella will drain 


automatically.


STEP 1 
Prepare 25ml of Tristel Clean for 
Stella concentrate by squeezing 
the bottle until the marking on 


the cap is reached.


STEP 2 
Pour the 25ml concentrate into a 
sink (for manual pre-cleaning) or 


jug containing 5L of ambient water.


Note: Do not use hot water.


TRISTEL CLEAN FOR STELLA IS A NON-ENZYMATIC DETERGENT DESIGNED SPECIFICALLY FOR EFFECTIVE 
INSTRUMENT CLEANING IN STELLA.


Tristel Clean for Stella is CE marked as a Class I Medical Device in accordance with the European Medical 
Devices Directive 93/42/EEC and the 2007/47/EC amendments thereto.


5. STELLA / CONSUMABLES
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HOW TO USE TRISTEL FUSE FOR STELLA


for Stella
Fuse TM


Tristel Fuse for Stella incorporates two separate compartments that contain 50ml Tristel Base solution 		
(citric acid) and 50ml Tristel Activator solution (sodium chlorite). When mixed upon bursting the sachet, 	
Tristel’s proprietary chlorine dioxide chemistry is generated for dilution into five litres of water.


Tristel Fuse for Stella is sporicidal, mycobactericidal, 								     
virucidal, fungicidal and bactericidal in five minutes. 


Chlorine dioxide has been tested in accredited laboratories 								      
worldwide and is proven effective against microorganisms 								      
of concern such as:


For a full efficacy overview please consult 										        
the micro summary available at:
http://www.tristel.com/tristel-products/tristel-fuse-stella


Tristel Fuse for Stella is available in boxes of 40 sachets 								      
(citrus or unfragranced).


STEP 4
Add the prepared Tristel 
Fuse for Stella solution 


to the inner compartment of 
the base when prompted by 
Stella IQ and follow further 
instructions on the screen.


STEP 5
The high-level 


disinfection cycle 
time is five minutes. 
Upon completion of 
the cycle, Stella will 
drain automatically.


STEP 1
Fold the sachet in half and 
squeeze one side to burst 


contents through the centre 
seal. Contents will start 


to turn yellow. Allow a 30 
seconds mixing time.


STEP 2 
Tear or cut the corner 


of the sachet.


STEP 3 
Pour contents into five 
litres of ambient water.


Note: Do not use hot water.


5L
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TRISTEL FUSE FOR STELLA IS A SINGLE-USE DISINFECTANT SOLUTION DESIGNED SPECIFICALLY FOR THE 
HIGH-LEVEL DISINFECTION OF SEMI-CRITICAL MEDICAL DEVICES IN STELLA.


Tristel Fuse for Stella is CE marked as a Class IIb Medical Device in accordance with the European Medical 
Devices Directive 93/42/EEC and the 2007/47/EC amendments thereto.


5. STELLA / CONSUMABLES


• Bacillus subtilis
• Clostridium sporogenes
• Mycobacterium terrae (TB)
• Adenovirus
• Poliovirus
• Klebsiella pneumoniae


• Herpes Simplex Virus T1                                            
• Murine norovirus
• Vancomycin-resistant 
   Enterococcus faecium
• Pseudomonas aeruginosa







BRITISH SOCIETY OF GASTROENTEROLOGY 
GUIDELINES FOR DECONTAMINATION OF    
EQUIPMENT FOR GASTROINTESTINAL ENDOSCOPY.


ESGE-ESGENA GUIDELINE: CLEANING AND 
DISINFECTION IN GASTROINTESTINAL        
ENDOSCOPY UPDATE. 


DISINFECTION OF INTRACAVITY ULTRASOUND 
TRANSDUCERS. ASA GUIDELINES (AUSTRALIAN 
SONOGRAPHERS ASSOCIATION).


GUIDELINES FOR TRANSOESOPHAGEAL 
ECHOCARDIOGRAPHY PROBE CLEANING AND 
DISINFECTION FROM THE BRITISH SOCIETY FOR 
ECHOCARDIOGRAPHY.


GUIDELINES FOR REPROCESSING NON 
LUMENED HEAT SENSITIVE ENT ENDOSCOPES. 
OFFICIAL JOURNAL OF THE ITALIAN SOCIETY OF 
OTORHINOLARYNGOLOGY - HEAD AND NECK 
SURGERY.


NATIONAL PATIENT SAFETY AGENCY. NATIONAL 
REPORTING AND LEARNING SERVICE. THE REVISED 
HEALTHCARE CLEANING MANUAL.


GUIDANCE ON THE DECONTAMINATION                   
AND STERILIZATION OF RIGID AND FLEXIBLE 
ENDOSCOPES. ENT UK TRADING AS BRITISH 
ACADEMIC CONFERENCE IN OTOLARYNGOLOGY 
(BACO) AND BRITISH ASSOCIATION OF 
OTORHINOLARYNGOLOGY - HEAD AND                        
NECK SURGERY.


Tristel Fuse for Stella utilises Tristel’s proprietary chlorine dioxide chemistry (ClO2), a 
well-documented and highly effective biocide. ClO2 is a strong oxidant whose germicidal 
characteristics are well known. It can oxidise lipids and proteins present in bacterial and fungal 
cell membranes, leading to a loss in membrane integrity and ultimately cell death. ClO2 can 
also penetrate cells and degrade nucleic acids via an oxidative pathway. Similar mechanisms 
are responsible for the ability of ClO2 to inactivate viral particles. 


NO NEED TO RINSE


Scientific and clinically derived data demonstrates that Tristel’s chlorine dioxide solution 	
does not require rinsing from instruments post-disinfection. Documented evidence 
demonstrates that the most likely source of contamination post-disinfection, infection 		
or injury post-endoscopic procedure is more likely to occur as a result of contaminated 	
rinse water than of ineffective disinfection or residual disinfectant.*


Tristel’s chlorine dioxide chemistry has been included in numerous guidelines for the 
reprocessing of semi-critical medical devices, including: 
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TRISTEL’S PROPRIETARY CHLORINE DIOXIDE CHEMISTRY


5. STELLA / CONSUMABLES


* White Paper: Why there is no requirement to rinse instruments following 
disinfection with Tristel chlorine dioxide solutions. Lucy R Welch. November 2011.







Stella provides electronic validation when a successful cycle has been 
completed. The validation code is stored in the Stella IQ memory against a date 
and time stamp. This can be downloaded by software to electronic records and  
provide proof for manual records.


STELLA QUALITY AUDIT TRAIL RECORD BOOK
The Stella Quality Audit Trail Record book records the decontamination process:


STELLA SUITE ELECTRONIC RECORDS
Stella Suite electronic records can be downloaded to a PC when Stella 
Suite software is installed. This enables the user to view the data that 	
Stella IQ records, including time and date-stamped validation codes. 	
Filters within the Stella Suite Software allow the user to choose the 		
data required to appear in the Stella Suite report.


STELLA WITH PULSE & CLEANING SYSTEM 
If a user is running a paperless system with a 2D scanner, a barcode 
validation option can be switched on. When the Stella cycle has 
successfully completed, an alpha validation code and barcode appear 	
on the Stella IQ screen. By holding the 2D scanner to the IQ screen, 		
the validation code will be logged into the paperless system. Tristel 		
Fuse for Stella chemistry audit labels can also be scanned, capturing 	
the chemistry Lot and use by dates.


6. STELLA / TRACEABILITY


PATIENT
LABEL


DISINFECTANT
TRACEABILITY LABEL


INSTRUMENT
DESTINATION


CONSUMABLE PROCEDURES


RESPONSIBLE PERSONSTELLA VALIDATION
CODE


INSTRUMENT TO BE DECONTAMINATED PRE-CLEANING METHOD
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Stella reduces capital spend and reprocessing times. 
Xuan Wu Hospital. January 2016.


Stella enables Shanghai Pulmonary Hospital to              
high-level disinfect bronchoscopes nine times faster. 
Shanghai Pulmonary Hospital. January 2016.


A randomised 
single-blind comparison 
of the effectiveness of 
the high-level disinfectants 
Tristel Fuse (chlorine 
dioxide) and Cidex OPA 
(ortho-phthalaldehyde) 
for use with flexible 
cystoscopes. Peter J 
Gilling, Michael Addidle, 
Rana Reuther, Michelle 
Lockhart, Christopher 
Frampton and Mark R 
Fraundorfer. 


Stella for simple 	
cystoscope 
reprocessing. 		
Time for a change at 
the Reading Urology 
Partnership. April 2012.


Stella for simple GI 
manometry disinfection. 
Rising to the challenge at 	
Castle Hill. May 2012.


Also available on the 
website are Instructions 	
for Use, wall charts,	
Safety Data Sheets and 
microbiological efficacy 
summaries.
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7. STELLA / PUBLICATIONS


“Stella gives us the reassurance and the speed we need in order to 
keep patient throughput high. Stella has enabled us to high-level 
disinfect our bronchoscopes nine times faster.” 


“Stella has had an incredible impact on our capital expenditure, 
because we are no longer facing the need to invest in more 
instruments in order to rotate with those that are being disinfected.” 







8. STELLA / USER BASE
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PORTUGAL


SPAIN


AUSTRIA


GREECE


FRANCE


UNITED KINGDOM


IRELAND


ITALY


BELGIUM


SWITZERLAND


SLOVENIA







TURKEY


ISRAEL


AND GROWING...


SAUDI ARABIA


UAE


CHINA


HONG KONG


RUSSIA


THAILAND


MALAYSIA


NEW ZEALAND


NORWAY


GERMANY


DENMARK


FINLAND


SWEDEN


ROMANIA


AUSTRALIA
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Stella is classified as a Class IIb Medical Device and meets the provisions of the European Council Medical 
Device Directive 93/42/EEC and amendment thereto 2007/47/EC.


To indicate product classification and approval, Stella carries a CE Mark and product compliance is 
demonstrated through:


A DESIGN FILE AND FULL QUALITY ASSURANCE SYSTEM


COMPLIANCE WITH THE ESSENTIAL REQUIREMENTS


QUALITY ASSURANCE PROCEDURES IN ACCORDANCE WITH BS EN ISO13485:2003


THE IMPLEMENTATION OF A SYSTEMATIC PROCEDURE FOR POST-MARKET SURVEILLANCE


By placing the CE marking on Stella, Tristel declares 
sole responsibility for the conformity with all of 
the legal requirements to achieve CE marking, 
compliance with EU legislation, and meeting EU 
safety, health and environmental requirements. 
Thus ensuring validity for Stella to be sold 	
throughout Europe.


External assessment and auditing is a key 
requirement in designating that a medical device 
conforms to the EU Medical Devices Directive (MDD). 


The British Standards Institute (BSI) is Tristel’s 
Notified Body for Stella. A Notified Body, in the EU, 
is an organisation that has been accredited by a 
Member State to assess whether a product meets 
certain preordained standards. The Assessment from 
the BSI includes at least two audits of our facility 
each year, inspection and examination of products, 
and their design and manufacture.


Stella is sold across the EEA in the United Kingdom, 
France, Ireland, Italy, Portugal, Spain, Belgium, 
Scandinavia, Slovenia, Switzerland, Greece, Romania 
and Germany.


Countries outside the European Union have their own 
regulatory frameworks. Stella has received a license 
from the Health Department of the People’s Republic 
of China and approval from Russian Ministry of Health 
for import and sales in Russian Federation. Other 
approvals include Hong Kong, Israel, Turkey, Saudi 
Arabia and Singapore.


In Australia and New Zealand Stella is regulated 
as a Therapeutic Good by the Therapeutic Goods 
Administration (TGA). 


Stella meets TGA requirements and has been 
approved as a Class IIb medical device since 26 	
May 2015 (ARTG Identifier is 239073).
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9. STELLA / REGULATORY 







STELLA AND ISO 15883


In order for the Stella’s classification as a medical 
device to be verified, its conformity with the Essential 
Requirements, Annex I of the MDD is examined 
externally by Tristel’s Notified Body, the BSI. 


The MDD stipulates ‘it is desirable to use harmonized 
European standards to protect against the risks 
associated with the design, manufacture and 
packaging of medical devices’. ISO15883 series is a 
set of European standards that has been prepared as 
a means of conforming to the Essential Requirements 
of the MDD for automated washer disinfectors.


The relationship between the Essential Requirements 
of the MDD and ISO15883 are listed clause by clause 
in the text of Annex ZA of ISO15883. 


Whilst Stella is not classed as a fully automated 
washer disinfector, and does not fall into 
the definition ‘Washer Disinfector WD’ from 
ISO15883-1, it is recognised that it performs the 
function of automated disinfecting with a manual 
pre-clean and rinse function. As a result Tristel 
have implemented ISO15883 in its guidance for 
the intended use of the product. 


Where deviations from the ISO15883 are 
warranted, these aspects are addressed in Tristel’s 
comprehensive User Instructions, factsheets and 
brochures. 


STELLA IS USED IN CONJUNCTION 
WITH FUSE FOR STELLA, A SPORICIDAL         
HIGH-LEVEL DISINFECTANT SOLUTION THAT 
ACHIEVES EFFICACY IN FIVE MINUTES. 	
EFFICACY HAS BEEN TESTED IN ACCORDANCE 
WITH RELEVANT EUROPEAN STANDARDS. 


Section 4 of ISO15883-1, Performance requirements 
dictates that any item which has been processed 
in a WD conforming to the ISO 15883 series shall 
have been cleaned, disinfected, rinsed and, when 
appropriate, dried. 


Stella conforms to this standard using manual 
pre-clean and rinse procedures and meets 
the requirements of section 4.3.2 on chemical 
disinfection. 


In accordance with ISO15883-1 (4.6 and 5.1), 
the safety of Stella conforms to BS EN 60601-1. 	
The chemicals are delivered with all necessary 
documents for safe handling.


The mechanical and process requirements set out in 
ISO15883-1 section 5 have been addressed during 
design development, where Tristel have achieved 
EC certification through accreditation to ISO13485, 
Quality Management Systems, for the ‘Design and 
Manufacture of Disinfectant systems for use with 
invasive and non-invasive medical devices.’ The 
design specification of Stella allows for disinfection of 
the Stella unit itself to be carried out by autoclaving. 


THE UNIQUE DESIGN OF STELLA USED WITH 
FUSE FOR STELLA NEGATES THE NEED FOR 
TEMPERATURE MONITORING, AS THE SYSTEM  
IS EFFECTIVE AT AMBIENT TEMPERATURE. 


Stella with Fuse has been tested in accordance 	
with EN 15883-4 and HTM2030 using a surrogate 
single-lumened device and meets the criterion set 
in sub clause 4.1.3, which states the endoscope 
used within the washer disinfector must be free 
from vegetative bacteria after the disinfection 
process. The gram-negative bacteria 
Pseudomonas aeruginosa and 
Escherichia coli have been tested, 
alongside gram-positive bacterium 
Staphylococcus aureus and the 
yeast Candida albicans
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Buckle and band able to
be completely disinfected


Innovative, wipeable
silicone band for patient
comfort and safety


Intuitive, self-finding
magnetic buckle


daisygrip,
the reusable
hygienic tourniquet
Routine blood collection made simple
and efficient, in hygienic conditions







Australian Sponsor
Tristel Pty Ltd.


40/328 Reserve Road
Cheltenham, Victoria, 3192


T: 1300 680 898
E: mail-au@tristel.com


New Zealand Sponsor
Tristel New Zealand Ltd.
P.O Box 15451
Tauranga, New Zealand
T: +64 (0) 7 5771560
E: mail-nz@tristel.com


after use after use


Result: significantly lower growth count and significant
germ reduction after disinfection on the daisygrip


daisygrip – the logical next step for
hygienic blood sampling!


traditional tourniquet daisygrip


In-vitro experiments
on used tourniquets


after disinfection after disinfection







Benefits of daisygrip


Intuitive, self-finding magnetic lock allows for
single-handed use.


Smooth and easy to wipe surfaces eliminate
the risk of hidden contaminants.


Ability to be disinfected quickly at the bedside
ensures ease of integration into daily routines.


Skin-friendly material that slides comfortably
along the patient's arm.


Award winning and innovative design.


Easier to use than conventional tourniquets,
without disrupting familiar routines.


Improved infection control measures result
in reduced costs, better patient outcomes
and better healthcare metrics for the facility.







daisygrip – the new standard for
hygienic blood sampling


Hospital Acquired Infections (HAIs) are an unnecessary, expensive
and preventable outcome in both public and private medical
facilities. As both healthcare and the information age evolve, HAIs
and proper infection control are now a focus not only for medical
professionals, but a known concern for the patients that they treat.
Prevention of HAIs requires a complex and multi-faceted approach,
but sometimes the simplest changes in important areas can have
the greatest impact.


Conventional fabric tourniquets used for routine blood collection
have documented rates of contamination, and carry risks for
infection of patients. Difficult and time consuming to disinfect,
facilities will often create workarounds for minimising infection risk
rather than looking at how the tourniquet problem can be solved.
Single-use tourniquets can be expensive, as well as wasteful, and
often have design flaws due to their disposable nature. Tourniquets
are one of the most widely used pieces of medical equipment, yet
have so many risk factors. The daisygrip tourniquet is the logical
evolution of a necessary item.


The daisygrip has an innovative and unique self-finding magnetic
buckle, making closure faster, easier and able to be completed with
one hand. The smooth silicone band is comfortable for the patient,
as well as picking up less contamination and being easier to
disinfect than conventional fabrics. The daisygrip’s patented design
was developed with a focus on frequency and ease of use, as well
as the ability to be completely disinfected in realistic times and
places.


Improved infection control practices. More hygienic blood
collection. An easily disinfected, award winning, reusable medical
device. The new daisygrip tourniquet, available exclusively through
Tristel.
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Heyfair  |  DesiCoach®


Train disinfection, 
protect health.







Hey!
Thank you for your interest in hand hygiene and 
protecting your fellow human beings.


In this brochure you will find out the following  ⟶


How does  
DesiCoach® 
work?


Why should I train 
how to disinfect  
my hands?


How do I train 
efficiently?







How does
DesiCoach® work?


Content 


	⟶ What problem does DesiCoach® solve?


	⟶ How does DesiCoach® work?


	⟶ What is DesiCoach® made of?







The problem


Even experienced professionals 
make unnoticedly mistakes when 
disinfecting their hands. ___


Thus, pathogens remain on the hands, are 
transmitted, and people can become ill.


The solution


DesiCoach® makes every mistake  
visible during training so that they 


can be avoided in everyday life. 
With an individually trained  


disinfection technique, you can  
protect yourself and the people  


around you – at work and at home.







' 100% natural dye 


, 
certified as 
cosmetic product 


1 minute


How it works
- The Training
Step 1


Check your Status Quo
Colouriser - colours the hands after 
the alcohol has evaporated.


Step 2


Optimise your Technique
Decolouriser - instant decolouration 
directly when applied to the hands. 


Double training effect!







Step 1


Order trainings 


First you order one training for each 
member of your team. 


One training contains DesiCoach® 
2Go (2 × 4ml) as well as the individual 
access code to the digital manual.


DesiCoach® 2Go


This is how it works
Step 3


Train 


Your team now trains hygienic hand 
disinfection independently on a  
smartphone or computer. They are 
supported by the digital manual.


To increase motivation, you can  
recommend that your team arrange 
to train together.


The results of the training can be 
released voluntarily and 100% anony-
mously for evaluation. Participation,  
on the other hand, is always recorded.


Step 4


Evaluate 


You can automatically evaluate your 
trainings via a password-protected 
website.


On the evaluation page you can see 
how many trainings have been done 
so far and what results have 
been achieved.


You can download, save and print 
the training results. This way you can 
fulfill your documentation obliga-
tions without any hassle.


Step 2


Distribute 


Now simply distribute the trainings 
to your team. 


If you want to check who has comple- 
ted the training, you can assign the 
access codes to the individual team 
members in the attached form. On 
the evaluation page you will then see 
which trainings have been used.







Ingredients


Naturally natural.
100% natural dyes. ___


Out of conviction, we do not use artificial colorants. That is why the  
colorant in DesiCoach® is based on 100% plant extracts. The naturally 
obtained dye is found in blackberries, raspberries and cherries, for  
example. There are no intolerances to this natural substance.


In order to achieve comparable properties to your preferred disinfectant
DesiCoach® is based on similar ingredients:  
Alcohol, water and re-greasing agents.


Obviously, the safe usability and skin compatibility of DesiCoach® has 
been tested and confirmed by several independent institutes.


natural dyes


free from allergens


dermatologically confirmed







Why should 
I train?


Content 


	⟶ What are common mistakes?


	⟶ Does the training affect compliance?


	⟶ Is the training mandatory?







Hand disinfection: status quo


Currently, most hand  
disinfections have flaws. 


Studies show that even when test candidates put a lot  
of effort into disinfecting oneself and rub for more than 
30s, more than every second disinfection has flaws – if  
no training has been done beforehand.


Moreover, in the daily life, too little disinfectant is  
usually used: on average, only 1.7ml instead of the 
recommended 3ml.


Systematic training creates awareness of the problem 
and brings about changes in behaviour that positively  
influence not only the quality but also the regularity 
(compliance) of hand disinfection.


Often forgotten


Very often forgotten







Hygiene training & compliance


Regular training  
increases compliance. 


Observational studies have shown that the relative frequency of hand 
disinfection increases significantly after training.


All in all, the training increases the motivation for regular disinfection 
tremendously.


Simple psychological effects are presumed behind this: 


01	 The training brings hand hygiene more into focus of our perception.
As a result, we remember necessary hand disinfections more easily. 


02	The training emphasizes very concisely the enormous importance
of hand hygiene for infection protection. The implicit message: 


	 „In my establishment hand hygiene is extremely important!“







Recommendation


Annual hygiene training 
in the healthcare sector. 


Since the positive effects of hygiene training are scientifically 
well proven, the Robert Koch-Institute recommends that the 
entire staff receive practical training in the correct perfor-
mance of hand disinfection at least once a year.


HOW AM I  
SUPPOSED TO 
MANAGE THIS 
EVERY YEAR?


(WE‘LL HELP YOU)


⟶







How do I train 
efficiently?


Content 


	⟶ How does training work in groups?


	⟶ What is training 2Go?


	⟶ How can digital applications 
help with training?







Train efficiently


Training in groups 


Because DesiCoach® works completely without technical 
accessories, it opens new and time-saving possibilities for 
hygiene training.


Here‘s how it works: 
At the end of your annual hygiene training, you divide your 
audience into groups of 3–5 people. These ones carry out  
the training under your guidance – all at the same time.


You can calmly and comprehensively explain what really 
matters in hand disinfection while it is directly put into 
practice.


Afterwards, everyone is invited to compare their results  
and to work out an optimal disinfection technique together.


The group training thus allows you to train an entire course 
with numerous people in just a few minutes, which can easily 
take several hours with other training methods.


Time and cost saving


Fun during training


Learning success
DesiCoach® 2Go


Our recommendation  for large 
groups and  individual trainings







Train efficiently


Training to take away 
with DesiCoach® 2Go 


As much wonderful group training is, it also has two 
significant drawbacks:


01	 It is not always possible to gather many
people in one room. 


02	Find appointment, prepare, document:
Organizing the training is time-consuming. 


We solve both of these problems with DesiCoach® 2Go: With 
hygiene training to take away, we now have the possibility of 
individual training instead of the usual group training.


The practical 2Go packs are accompanied by a free online 
application that helps with instruction and evaluation. This  
way you can train and optimize your hand disinfection  
anytime and anywhere.


Time and cost saving


Fun during training


Learning success
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