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NPI Considerations
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Packaging Design



Packaging – Considerations  

Regulatory  
Compliance

Product 
Protection

Processability
Commercial 

Requirements



Regulatory  
Compliance

• Readability

• Font size

• Font Type

• Braille

• Serialisation

• Senior friendly 

• Child resistance

• F Value   



Insert link to child resistant packaging Q&A 



• Primary and secondary packaging

• Product stability 

• Moisture sensitivity

• Temperature compatible materials

Product 
Protection



Commercial 
Requirements

• Brand identity

• USP

• Anti- counterfeit measures

• Overt

• Covert

• Sustainability





• Size

• Manual or automated process

• Material of construction 

• Cost and lead time 

• Single or multi-language presentation

Processability



Single language presentation

Multi-lingual presentation



Single language presentation
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Single language presentation

Multi-lingual presentation



Regulatory  
Compliance

Product 
Protection

Processability
Commercial 

Requirements

• There are a number of considerations when 

thinking about the packaging design for your 

product. 

• Carefully balance meeting regulatory requirements 

with ensuring packs can be easily processed. 



Packaging Process 

Validation 



Packaging design Equipment Material

Attitude to risk Timeline

Validation Strategy 



20

Validation 
Plan 

Almac Packaging Validation Approach 



21

Validation Plan 

• Plan on a page

• Details the approach to be taken to demonstrate a 

successful validation 

• Defines

• Critical Quality Attributes

• Equipment train

• Packaging material
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Engineering 
Study

(ES)

Validation 
Plan 
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Engineering Study

(ES)

• Test and define machine parameters

• Ensure packaging material is compatible with 

equipment

• Component fit test
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Performance 
Qualification 

(PQ)

Engineering 
Study

(ES)

Validation 
Plan 
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Performance 
Qualification 

(PQ)

• Test full equipment train

• Process at extremities of the operating ranges

• Operate alongside draft master batch record

• Serialisation performance qualification 
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Process 
Validation 

(PV)

Performance 
Qualification 

(PQ)

Engineering 
Study

(ES)

Validation 
Plan 
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Process Validation 

(PV)

• Test final commercial process

• Routine conditions

• Approved master batch record

• Can be commercial or non-commercial batches
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Process 
Validation 
Release

Process 
Validation 

(PV)

Performance 
Qualification 

(PQ)

Engineering 
Study

(ES)

Validation 
Plan 
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Process 
Validation Release

• Process specification and control strategy (PSC)

• Defines

• Equipment train

• Packaging materials

• QCAs

• Releases the packaging process for routine 

commercial use
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Launch 
Process 

Validation 
Release

Process 
Validation 

(PV)

Performance 
Qualification 

(PQ)

Engineering 
Study

(ES)

Validation 
Plan 



Packaging Validation Strategy 

• Almac have a robust approach to New Product Introductions and packaging 

validation 

• Important to be flexible

• Problems will occur, changes will happen; adaptability is important! 



Supply Chain 

Requirements



Drug Substance 

Manufacture

India



Drug Product 

Manufacture

Switzerland



Primary and 

Secondary Packaging

Craigavon



US Distributor





Supply Chains can be complicated….. 

• Be aware of import and export requirements when moving product between jurisdictions

• Are there product testing implications?

• Are there restrictions on importing unapproved products?

• e.g. Pre-Launch Activities Importation Requests (PLAIR)

• Does your supply chain need to be qualified?

• Route qualification 

• Dummy shipments

• Distribution testing

….all of these will impact on your timelines! 



Almac offer support to qualify your supply chain 

Supply chain risk 
assessment 

Test shipments

(live or dummy) 
Final report



Final Thoughts



NPI - Successful Path to Product Launch 

Patient 
Requirements

Launch 
Considerations

Regulatory 
Requirements

Supply Chain 
Requirements

Packaging 
Requirements

Product 
Requirements



NPI - Successful Path to Product Launch 

Understand your 
timeline

Have a clear 
communication 

plan

Rely on expert 
opinion



Questions
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