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Developing CCS
—a brief history

2000s
• QRM to control the 

contamination risk that may 

occur

• Internal regulation / 

documentation:

- High Level Documentation 

(Top Management 

Commitment)

- QRM document

- SOPs

2019
• Started to develop CCS based 

on draft Annex 1 EU GMP

2023
• Development based on 

Annex 1 (August, 2022)

• Improvement of CCS 

documentation:
- High Level Documentation 

(Top Management 

Commitment)

- Policy

- GAP Assessment

- SOP

- CCS – QRM document
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Adapted Guidelines
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Identify the risk of contamination 

Holistic approach

CCS

Design

Risk 

Assessment

Monitoring & 

Evaluation

Imple-

mentation

GAP 

Assessment

Continual 

Improvement

CCS company wide

CCS each line production

Based on existing contamination control

Cross functional team

Developing CCS
—a step by step process

2

3

4

5

6

1

Contamination Control Life Cycle (Adapted from Sandle, T (2017) 
Establishing a Contamination Control Strategy for Aseptic Processing, American 
Pharmaceutical Review 20(3), pp22-28)
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1. Gap Assessment 
—asses the compliance with Annex 1

This document is only provided as an example (case)
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2. Risk Assessment

ICH Q9, 2023

• Risk management is applied in the 

development and maintenance of the CCS

• Risk Management is perform : 

- Identify, 

- Assess, 

- Reduce/eliminate (where applicable) 

- Control 

Related to Contamination Risks.

• Justification of residual risk related to 

contamination risk
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3. CCS Design

(PDA TR 90, 2023)

— Holistic Approach

The CCS must be designed with layered/redundant control elements so 

that no single failure in each elements can lead to contamination
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Developing CCS
— Documentation 

CCS company wide

CCS each line production

This CCS-Document 
summarizes how a company 

approached each of the 
elements and how company 

maintain
the standard to ensure an 

adequate level of 

contamination control. 

(How to Develop and Document a Contamination Control Strategy. A guidance 

document by the ECA Foundation Version 2.0; December 2022)
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Developing CCS

(How to Develop and Document a Contamination Control Strategy. A 

guidance document by the ECA Foundation Version 2.0; December 

2022)

— Documentation 

• High level documentation
• The CCS document has to 

compile or mostly reference 
documents providing 
evidence that the CCS with its 
elements are reliably 
implemented

• CCS → a "living document" 
that needs to be continuously 
updated and improved.
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Developing CCS (PDA TR 90, 2023)

— Documentation 
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CCS Documentation Example
— Documentation 
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Risk 

Assessment
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Improvement

CCS company wide

CCS each line production

Based on existing contamination control

Cross functional team

Developing CCS
—a step by step process

2

3

4
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Contamination Control Life Cycle (Adapted from Sandle, T (2017) 
Establishing a Contamination Control Strategy for Aseptic Processing, American 
Pharmaceutical Review 20(3), pp22-28)
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Challenges
—discovering the difficulties

Various understanding

Numerous facilities and a variety of products.
Legacy facility

Multiproduct Facility design

Bussiness and Resource Challenge

Integrating Technologies

Cross Contamination Avoidance Strategy
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Key Takeaways
—the essentials to remember

Bio Farma as DS & DP Manufacturer

• Critical point should be for DP
• Gradually implement and comply for DS process

Robust Strategy in Improving The CCS

Collaborative Approach

• Form a Task Force involving all cross-functional teams

• Short Term Plan 
• Long Term Plan
• Increase Monitoring and Detectability of Contamination  
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mira.mutia@biofarma.co.id

Thank you!
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Disclaimer
Presentation is for informational purposes only and is given in summary form and does not purport to be complete. Information provided in this
presentation should not be considered as advice or a recommendation or legal opinion on any specific circumstances or fact. All reasonable
precautions have been taken to verify the information contained in this presentation. However, the training and/or related presentation material is
being distributed without warranty of any kind, either expressed or implied. The responsibility for the interpretation and use of the material lies with
the participant and/or reader.
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