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Conclusion

Recent revisions to EU Annex 1 heavily emphasize the importance of a 

contamination control strategy (CCS) for manufacturers, and the requirements 

and guidance are numerous and cover many topics. This poster will provide an 

overview of one company’s approach for interpreting and implementing the 

Annex 1 CCS requirements, including updating existing CCS global guidance and 

implementing tools such as a template for sites to create local CCS and global 

contamination risk assessment with recommended risk questions, appropriate 

risk assessment tools/methods for each risk question, and guidance on how to 

group risk assessments for efficient management. 

Introduction CCS Definition

Annex 1 / Quality Risk Management Challenge

CCS Effectiveness

Culturing contamination awareness / 
prevention mindsets and behaviors

CCS Risk Guidance Tool

Helps sites decide whether 
their existing risk 
assessments are adequate

Helps address risk 
assessment requirements 
from Annex 1:

1.  Risk question

2.  Levels of formality

3.  Grouping

4. Best practices

5. Available resources

Contamination 
Control

Premises

Personnel

Equipment

Utilities

Materials

Cleanrooms
Airlocks
HVAC system

Gowning
Cleanroom behavior
Personnel flow
Interventions

Filling line
Manufacturing equipment
Supporting equipment

Raw materials
Flow
Transfer

Water
Gases

Examples:

MY PROCESS: PREMISES EQUIPMENT PERSONNEL

UTILITIES MATERIALS

Global Template with 5 
CCS Categories

…and 40+ CCS 
Elements

STEP 1:
Describe Process

CCS Elements from step 2 
(example): 

Compare each CCS 
Element against each 

Evaluation Factor

Evaluation Factors

SOP

RA

VAL

N/A

Types of Controls

STEP 2:
Describe Elements

F1

F2

F3

F4

F5

F6

F7

F8

Fx

Design
Definition of Parameters
Execution
Cleaning & Disinfection
Process Validation
Val. of Sterilization Processes
Preventative Maintenance
Monitoring Systems
Others

STEP 3:
Map Controls

E9
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E18
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E21

E22
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STEP 4:
Gather Data

Examples of Data Sources

• Annual Product Quality Review

• Micro Trend Reports

• Outcomes from management review (e.g., 
Quality Council)

• Observations (internal audits, external 
inspections)

• Not required to generate new data

• Gather local data relevant to 

contamination control

Yes N/A

Yes, but some controls 

need to be improved

Define a continuous 

improvement plan

No Define a mitigation plan

Actions
Are the set of controls for the 

CCS Element effective?

STEP 6:
Propose Actions

STEP 5:
Assess Data

PREMISES

EQUIPMENT

PERSONNEL

UTILITIES

MATERIALS

E1

E2
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E7

E8
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E15

E16

E19

E20

E26

E27

Trend Report

1

2

1

2

3

4

Observations

CCS Lifecycle
Ad hoc 
review

Periodic 
review

Time-driven 
(e.g., annually)

Must review entire 
CCS Assessment

May lead to revision 
of CCS Assessment 

and/or CCS SOP

Outcome of 
review must be 

documented

Event-driven (e.g., 
change control)

Scope of review 
may vary

CCS Assessment
Define the controls that prevent and detect 
contamination; assess the effectiveness of these 
controls.

Provides an action plan for continuous 
improvement and mitigation or remediation 
where required.

Enhanced Quality and Compliance 
through a Right First-Time mindset

CCS 
SOP 

(global)

CCS SOP 
(local)

CCS 
Assessment 

(local)

Risk Assessments

Global Guidance Local Execution

Do I already have a document that fully  
addresses the risk question in the CRA tool?

Yes

No action 
required

No

(Gap)

Address the risk question
• Completion of a new assessment, or

• Revision of an existing assessment

Risk-based, pragmatic approach

Risk Question
Recommend 
Level(s) of RA 

Formality

RA Methodology 
to Consider

Best Practice 
Considerations

• Clear statement of 
the question to be 
answered

• Critical to ensure 
the stated 
requirement is met

• E.g., “What 
contamination risk 
is posed by…?”

• Based on ICH Q9 
guidance for RA 
formality and rigor

• Commensurate with 
complexity, criticality, 
and uncertainty 
present

• Recommended for 
each risk question

• E.g., FMEA, HACCP, 
Risk Ranking and 
Filtering

• Risk factors specific to 
the risk question 
(where applicable)

• Guidance documents 
relevant to the risk 
question (where 
applicable)

• RA methodology best 
practice 
considerations

CCS 
Risk 

Guidance 

Tool
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