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Agenda

INTENTION

Share some experiences 

from implementing PAT in 

large scale

The case

- The 

manufacturing 

facility

Some background. How 

did  we get there?

The PAT scope 

and solution
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The PAT house to highlight some experience 

and challenges from the engineering perspective
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PPV Facility
Site divided into sections of:

• Utility building

• Identical process lines 1-3

• Support building

Each process line built up of:

• Starting dissolution step

• Number of multipurpose process bays

• Fixed chemistry zone

• Final drying step



Some background
How did we get started?



The driver: Control Strategy
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Credit to Anne Mette Gregersen @NN



Towards the goal
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Control strategy

INPUT OUTPUT

Parameter A

(in-line)

Parameter B

(in-line)
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(in-line)

Parameter A

(in-line)

Parameter B

(predicted/calculated)

Parameter C

(predicted/calculated)

• Elimination of unknown input parameters

• Validated platform 

• Process understanding

• Process justification Prepared for 

instant release

In-line & on-line

testing



The PAT scope



Process analytical technology
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Integration with Process
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Implementation experience 
and challenges so far
 - from the engineering 
partner
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PAT “Playbook”

A roadmap for a PAT GMP installation

Control 

Strategy

Data Flow 

Mapping
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Aspects

Purpose of PAT application

Generic check list (incl propose a sequence of activities)

Vendor assessment

Engineering Specifications (ES) / Functional Specifications (FS) (Project deliverable)

Process Understanding

Risk Management



Thank you for the 
attention
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