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Overview
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▪ Introduction SKAN

▪ Drivers of advancements i.e. Annex 1; 

▪ Contamination Control Strategy 

▪ Solutions for toxic products



SKAN - Market Leader Aseptic Isolators
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▪ >50 years of experience

▪ Headquarter in Switzerland: Basel

Core competence:

▪ Transition of user requirements into high quality equipment that meet regulatory

requirements, can be validated and maintained throughout their life cycle

▪ Primary markets are Pharma/Biotech and Healthcare 

▪ Technology and market leader in isolator technology worldwide

>



Our Experience is your Benefit
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▪ From design to validation

▪ Worldwide customer support

Your Benefit: 

Process and validation guarantee

Your partner for pharmaceutical processes



SKAN Core Competences    
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SKAN E-Beam 

decontamination

Sterility testing isolators Transfer airlocks

Isolators for production filling lines

VARIOSYS® Flexible small and 

medium scale filling solution

Robotics, special application 

and oRABS

WGT glove testing

SKAN BI

NANOX® catalytic converter

▪ SKANFOG®

▪ Flash evaporation

H2O2 Decontamination

INTEGRA



References Asia
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Yangtze River

ASK NCPC

Nipro

FDA Semarang 

http://www.towayakuhin.co.jp/english/index.html


Regulatory Annex 1 Draft 2017 - 2020
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▪ Quality Risk Management QRM

▪ Contamination Control Strategy CCS

▪ Keep operators out of critical aseptic operations

▪ Barrier solutions the preferred technology

What are the major drivers for the new Annex 1?



Contamination Control Strategy - Elements 
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Tth
Aseptic 

equipment

design

CLEAN™

to prevent 

contamination/

cross 

contamination

Sterility

with isolators and 

H2O2 surface 

decontamination

Automation

and digitalisation

CLEAN™

ANNEX 1  Manufacturing 

Control



Contamination Control Strategy - Isolators
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▪ Operators have no direct access to critical 

areas

▪ Validated and accepted decontamination 

system with H2O2

▪ Reduced clean room requirements outside 

of the isolator (ISO 7/8 Class C/D)

▪ Less gowning of the operators

▪ Suitable for high potent products



Isolator Air Handling System
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Contamination Control Strategy - Automation
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Automation

and digitalisation



Contamination Control Strategy - Design
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Surface decontamination
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Sterility

with isolators and 

H2O2 surface 

decontamination



Conventional flash vaporization – Surface decontamination
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SKAN decontamination system with > 20 years of experience

H2O2 vapor
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Hot plate

H2O2 vapor

Ventilator onPeristaltic 

pump

HEPA filter

H2O2

bottle

Qualified zone

H2O2 deposition

≈ 

decontamination

Carrier air (recirculated)

Sterility

with isolators and 

H2O2 surface 

decontamination

H2O2



Indirect vaporization – Surface decontamination
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SKANFOG®: Re-invented fogging technology 
Indirect vaporization through micro-nebulization

Sterility

with isolators and 

H2O2 surface 

decontamination



Surface decontamination – Comparison of systems  
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▪ Latest development based on more than 20 years experience

▪ SKANFOG® uses less H2O2 than flash vaporization 

▪ Aeration phase much faster

▪ Both systems guarantee a safe 106 microbiological reduction

→ SKANFOG ® provides required decontamination level 

in less time and with less H2O2

SKANFOG® vs vaporized H2O2



Contamination Control Strategy - CleanTM
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CLEAN™

to prevent 

contamination/

cross 

contamination



Contamination Control Strategy – Glove Integrity Testing
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Isolator glove integrity testing

SKAN Version 2 coming up soon:

▪ Enhanced DI function

▪ Even more hygienic design

▪ Latest battery management



Solutions for Toxic Products
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Developments in Isolator Technology for Toxic Application
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2015 - today

2000 - today
2020



Safe Change Filter System (FIPA) for Toxic Application
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Cartridge HEPA - Safe Change filter system FIPA:

no extra space in technical area needed

no extra space in technical

area needed

return air ducts protected

with cartridge filters

(no wash down required) 

Safe change filter system 

located next to filling area FIPA cartridge filter



Aseptic Toxic Isolators
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Highly Potent Process: Sterility Test
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SKANs Solution with CLEANTM
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▪ Development of a suitable cleaning strategy with risk assessment

▪ How does the active substance spread inside the isolator?

▪ What is the recovery from different materials?

▪ How effective is the applied cleaning procedure?

Cleaning validation visualized with Riboflavin



Questions?

Thank you!
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Thomas Arnegger

thomas.arnegger@skan.ch

sumit.saha@pharmalab.com

धन्यवाद
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