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Conventional Aseptic Processing

Highest risk of human intervention

RABS «Restricted Access Barrier System»

Reduced risk of human intervention

Isolators

Lowest risk of human intervention
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Regulatory Annex 1 - 2022

RABS «Restricted Access Barrier System»

• Reduced risk of human intervention

RABS “ Restricted Access Barrier System”

• Operator have access to critical areas

• Barrier but doors can be opened 

• Grade B environment.

• Intensive Training and Monitoring

• Definition of RABS 
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Passive Open RABS

▪ (Passive) Airflow from HEPA 

ceiling

▪ Air overspill into the Room

▪ Physical barrier with

aerodynamic air flow

▪ Outside Grade B (Iso 7) / 

Inside Grade A (Iso 5)

▪ Sporicidal gassing only

together with clean room

▪ Doors open able in 

production

▪ No toxic products possible

Definitions

Passive open RABS on a syringe line

Active Open RABS

▪ Active Airflow with own HEPA 

ceiling

▪ Air overspill into the Room

▪ Physical barrier with

aerodynamic air flow

▪ Outside Grade B (Iso 7) / 

Inside Grade A (Iso 5)

▪ Sporicidal gassing only

together with clean room

▪ Doors open able in 

production

▪ No toxic products possible

Definitions

Active open RABS on Freeze Dryer

Closed RABS

▪ Active airflow with air return

▪ No air overspill into room

▪ Physical barrier

▪ Positive or negative pressure, with

intake/exhaust air systems

▪ Outside Grade B (Iso 7) / Inside 

Grade A (Iso 5)

▪ Sporicidal gassing in closed RABS 

possible independent of cleanroom

▪ Doors open not possible during

production

▪ Toxic products possible

Closed RABS Example

Different RABS Technologies
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Isolators

Lowest risk of human intervention

Isolators

Operator have no direct access to critical 
areas
Validated and accepted decontamination 
system using vaporized or nebulized H2O2

Reduced Clean Room requirements outside 
of the Isolator (ISO 7/8 Grade C/D)

Less Gowning of the Operator

Open and Closed Isolator
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Different Isolator Technologies

Open Isolator

Closed Isolator
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Contamination Control 

Strategy
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Contamination Control Strategy
Surface Decontamination with atomized H2O2
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Contamination Control 

Strategy
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Gloveless fully automated

Fill&Finish

COPYRIGHT © PDA 2020

Aseptic Fill and Finish
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Gloveless fully automated Fill&Finish

COPYRIGHT © PDA 2020

• Design according to GMP (Annex 1 Draft )
• Design according BPOG/Biophorum URS for Gloveless Fill & Finish
• Holistic Contamination Control Strategy
• Aseptic line concept and line set up without human interventions 
• Fully Track and Trace incl. Lyophilization
• Smart & intelligent use of robotics 
• Smart & intelligent use of transfers as for Tubs, Stoppers etc. 
• First air concept
• Fully automated line setup
• Validated transfers
• Intelligent sorting of stoppers and caps
• Designed for high potent products or products with a high BioSafety Level
• CLEAN Design for Surface and Air – Performance in the SKAN CLEAN Lab
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Aseptic Fill and Finish
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•What should be improved on Barriers like Isolators?

•What would you expect in the future for Surface

  Decontamination and Glove Testing?

•Where do you see Robotics current and in the future, Learning about the 

design and control of Robotic Isolators (Do your firm consider Robotic 

Isolator)? (Question from Rick Friedman FDA)

For the Breakout Session
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Richard.denk@skan.ch

Thank You

COPYRIGHT © PDA 2022
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