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Conventional technology
v.s

Isolator

•Together always one step ahead          www.skan.ch



Clean booth

Room: Grade B
SLR (SAL):                   3
Laminar flow:    Yes
Pressure control No 
Leak tight design No
Decontamination No
Glove access No
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•Open RABS

Room: Grade B
SLR (SAL):                   3
Laminar flow:    Yes
Pressure control No 
Leak tight design No
Decontamination No
Glove access Yes
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•Closed RABS

Room: Grade B
SLR (SAL):                   3
Laminar flow:    Yes
Pressure control Yes 
Leak tight design 30 to 40%/vol/h
Decontamination No
Glove access Yes

•Together always one step ahead          www.skan.ch



No. of recalls of sterile drugs in Australia and their source
2012 ~ 2014

Risk of non sterile Foreign Particles
(possible risk of 
contamination)

Total no. of recalls
(only Injections)

Ratio between 
sterile risk recalls 

and total no.

2014 3 2 10 50%

2013 3 1 22 18%

2012 1 0 11 9%

US in 2014 3 2 NA NA
* Data from TGA SARA

Main reason why no. of recalls based on non-sterile risk are stable is…

Conventional clean room technology!!
3 Risks of contamination caused by clean room technology
1)   No pressure control
2)   No decontamination
3) SLR (SAL)3

Room: Grade B
SLR (SAL):                   3
Laminar flow:    Yes
Pressure control No 
Leak tight design No
Decontamination No
Glove access Yes
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•Isolator as process

We need ultimate solution which can cover 3 Risks of contamination caused by conventional clean 
room technology

1) No pressure control
=>  Pressure control

Solution  =>  SS wall and Visual through glass and glove access

2) No decontamination
=> Decontamination function to actively create aseptic environment

Solution  =>  H2O2 decontamination

3) SLR (SAL3)
=>  SLR (SAL6)

Solution  => H2O2 decontamination and daily program

Therefore the isolator must consists of… 
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•Isolator

Room: Grade C/D
SLR (SAL):                   6
Laminar flow:    Yes
Pressure control Yes 
Leak tight design Yes down to 1%
Decontamination Yes
Glove access Yes
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Definition of Isolator

* PICs Isolators Used for Aseptic Processing and Sterility Testing
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•Isolator

Room: Grade C/D
SLR (SAL):                   6
Laminar flow:    Yes
Pressure control Yes 
Leak tight design Yes down to 1%
Decontamination Yes
Glove access Yes
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Air Tightness

Differential pressure
Control

FIlters

Critical zone

Decontamination and 
Daily program

Machines

AHUs

Operator Training 

Surrounding room Sub components

Qualification and 
Documents

Aseptic transfer

Cleaning

Monitoring / Alarm

Maintenance

Major functions of isolator
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Air Tightness



Guideline (Internal and external)

Decision process of isolator leak rate 

Outline

Isolator Analysis (GMP)

ISO

Containment Leak test method

Isolator system risk analysis

Risk analysis SIS700

Swiss accident insurance 

Limitation for work station

H2O2 gas concentration 
measurement

H2O2 sensor calibration method

Distribution of H2O2 gas

Use of H2O2 sensor

Calculation of isolator leak
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Complex Pressure Control of
Fill Finish Production Isolators

( aseptic and aseptic/toxic)
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5

Vial line (aseptic only)

Air Flow (by design, depending on phase)

Buffer Fill Stoppering Capping

+ + +

Pressure

+



Design for Primary Containment
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Reduce potential spreading – pressure control

Air Flow (by design, depending on phase)

Fill to lyophilize loading

Buffer Fill Lyo and capping External washer

Closed

++ + +
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Air Handling goes to GREEN.



Area for AHU and Electrical Panels
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Thank you

•Together always one step ahead          www.skan.ch


	Slide Number 1
	Slide Number 2
	Slide Number 3
	Slide Number 4
	Slide Number 5
	Slide Number 6
	Slide Number 7
	Slide Number 8
	Slide Number 9
	Slide Number 10
	Major functions of isolator
	Slide Number 12
	Slide Number 13
	Slide Number 14
	Slide Number 15
	Design for Primary Containment
	Slide Number 17
	Area for AHU and Electrical Panels
	Slide Number 19

