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Quality Risk Management QRM and 
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COPYRIGHT © PDA 2023



3
2023 PDA Asia Pacific Regulatory Conference

S
K

A
N

• PDA FDA Joined Conference Washington DC September 2023

Quality Risk Management QRM and 
Contamination Control Strategy CCS
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Implementation of Annex 1

• Quality Risk Management QRM and Contamination Control Strategy CCS 
implementation

• Investigate the most critical steps for your sterile product. Where do you have 
open sterile Container, Filling path, Stopper Transfers until your Container is 
closed

• Investigate the transfers from C to A or B to A. Are they validated? Do they 
provide  appropriate Transfer Technologies

• Investigate your current manual interventions. Can they be eliminated or 
automated.

• Does an upgrade of your installation to a RABS is possible or better replace to an 
Isolator?

COPYRIGHT © PDA 2023



5
2023 PDA Asia Pacific Regulatory Conference

Implementation of Annex 1

Have a look at some critical requirements 
implementing Annex 1
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First Air
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First Air

• Installation Filling Path
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• Installation Filling Path
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First Air

• Vîable Monitoring
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• Viable Monitoring
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First Air

• Stopper Transfer
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• Stopper Transfer
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Indirect Product Contact Parts
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Stopper Transfers

• Stopper Bowl and Stopper transfer concerns and important to consider:

- Evaluate the risk of your current technology e.g.,

- How does the design of your stopper bowl and
transfer looks like. It is easy to clean? Does the
vaporized or sprayed hydrogen Peroxide reach all
surfaces?

- Does the assembly of the stopper transfer parts support
aseptic assembly and reduce the risk of contamination?
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Stopper Transfers

• Stopper Bowl and Stopper transfer Design to meet Annex 1 requirements

- The design shall provide first air protection in critical
zones und unidirectional airflow that sweeps over and away
from exposed products during processing 

- The design shall allow to install all components without
touching critical surfaces and avoid working above critical
surfaces
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• E-Beam, Material Airlocks, RTPs

.

Material Transfers



14
2023 PDA Asia Pacific Regulatory Conference

Material Transfers
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• RTP – Single Use
.

• Dry Heat Tunnel
.

• H2O2 Airlock
.

• E-Beam
.

• AT Sterile Connector
.
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• RABS/cRABS or Isolator

• Europe and Noth America are

Isolator focused based on 

Information from the FDA during
ISPE and PDA Conferences

• PDA Survey from 2018, 50% 

Conventional Installations and 

50% Barrier of new installation

• ISPE Survey from 2022 20% 
Conventional and 80% Barrier.

Barrier
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Source: Groninger RoboCell

Retrofit Existing Installations
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Retrofit Existing Installation

• What is important to consider?

- Does the current installation meet the new Annex 1, like first air, transfer
etc.?

- Investigate if current interventions are needed or could they be avoided or
replaced through other technologies or automated system. 

- Is it possible that all your planned interventions and monitoring 
performed

in the Barrier without open door?
- Cost is no excuse not to invest in advanced technologies
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• Isolators

.

Decontamination
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• In Isolators

.

Gloves
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• Cleaning before Decontamination

.

Cleaning
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• Cleaning before Decontamination

.

Cleaning
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Robotics
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Thank you
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