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PDA ¢ 1%k &7 Points to Consider (PtC)

1. PtC for Sensitivity to Oxidation by Peroxide, 2020

2. PtC for Risk associated with Sterilizing Grade Filters and
Sterilizing Filtration, 2020

3. PtC for Implementation of Pre-Use Post-Sterilization
Integrity Testing (PUPSIT), 2020

4. PtC for the Aseptic Processing of Sterile Pharmaceutical
Products in Isolators, 2020

PtC for Aging Facilities, 2017
Points to Consider for Aseptic Processing Part 2, 2016
Points to Consider for Aseptic Processing, 2015
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1. Introduction and Scope

m This document is designed to communicate best practices and
considerations and to encourage further dialog with industry, health
authorities, and suppliers of technology and materials while taking into
account the changes and needs of the modern, global, sterile, healthcare
product manufacturing industry.
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m Two primary types of isolators--open and closed-will be addressed in
this Points to Consider (PtC) document (see Glossary). Additional
related topics, such as sterility testing isolators and containment
isolators, will be discussed in a separate PtC document in the future.
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2. 2. Glossary

Isolator: A contained, decontaminated environment meeting Grade
A/ISO 5 conditions used for aseptic process manufacturing that provides
an uncompromised, continuous isolation of its interior from the external
environment. Once decontaminated by a validated cycle, an isolator
prevents the microbiological contamination of sterile products and
product contact surfaces of the interior by enclosures and the supply of
continuous, controlled overpressure of HEPA filtered air.

FIR AR Pz &
R VSN T )T S
fi B et 5 R AT
I EARISOS 7 4 - 21 B

*Annex 1 draft, 2020 4.24 1. For isolators, the decontamination process should be automated...
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2. 2. Glossary

Closed isolator systems: Excludes external contamination from the
isolator‘s interior by transfer material via aseptic connection to
auxiliary equipment, rather than using openings to the surrounding
environment. Closed systems remain sealed throughout operations.

ZABF  FED T T
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Open isolator systems: Designed to allow for the continuous or
semicontinuous ingress and/or egress of materials during operations
through one or more openings. Openings are engineered (e.g., using
continuous overpressure) to exclude the entry of external contamination
into the 1solator.
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BHANT TR BELIRE O FRTF I F T AL

@A remaunEe




110TPDA04024

Topic 1: Isolator Design
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Topic 2: Physical Environment
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Annex 1 > 2008 : D% (# it ISO 8)

Annex 1 draft, 2020

4.21 ...The background environment for open isolators should meet Grade
C or D, based on a risk assessment. Airflow studies should be performed to
demonstrate the absence of air ingress during interventions, such as door
openings.

4.22 The background environment of a closed isolator should correspond to
a minimum of Grade D. ..
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a) tracer thread method, s: & (Silk, Nylon)
b) tracer injection method; & 7% (WFI, Alcohol/Glycol)

¢) airflow visualization method by image processing techniques
EURS - AR
d) airflow visualization method by the measurement of velocity distribution.
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Topic 4: Integrity Testing of Isolator and
Gloves
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Separative Devices (Clean Air Hoods, Gloveboxes, Isolators and Mini-Environments)
Section 9.4 Leak Testing
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1. The connection to a PC is wireless
2. it locks via click fix
3. RFID technology recognizes the glove number

4. With a self-inflatable gasket, the glove/sleeve combination or the single piece glove is coupled with the
glove port

5. Another integrated pump builds up the pressure in the glove/sleeve combination.

6. The test air flows through a built-in HEPA filter Pressure is pumped up to a possible maximum of 3500
pascals to start a stabilizing phase

7. after that the pressure drop test begins. During the entire fully automated test cycle, the pressure in the
gasket and the glove is monitored

8. The defined test recipe is based on the characteristics of the various glove forms and materials.

9. The results of the leak test are collected in a test report with a signature field. This test report is created in
a manipulation safe process and saved on the computer in PDF format. Data evaluation can be done
outside the clean room. Ref.: Brochure of SKAN Wireless Glove Leak Testing System
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Topic 5: Environmental Monitoring
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Topic 6: Material Transport and Loading of Isolator
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Topic 7: Cleaning, Disinfection, Decontamination:
Cycle Development and Validation
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Topic 8: Aseptic Process Simulations (APS)
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