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• US vs EU

• Considerations for Pack Design

• Overview of Regionalisation

Agenda
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US Factors

Factor US

Countries 1

Recognised 

Languages
1

Regulatory Bodies 1

Languages per pack 1

Typical Leaflet Size
250 x 353 

mm
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US vs EU Factors

Factor US EU

Countries 1 28

Recognised 

Languages
1 24

Regulatory Bodies 1 31

Languages per pack 1 1-5

Typical Leaflet Size
250 x 353 

mm

500 x 700 

mm



PIL Comparison: EU vs US

US EU
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Single Language, 

1 Sided

4 Languages, 

Double Sided



Considerations for Pack Design
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Target Population

Processability

Commercial & Marketing

Regulatory



Considerations for Pack Design
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• Treatment Environment

• Dosage Form

• Child Resistance

• Senior Friendly

• Dosing Regime

Target Population



Considerations for Pack Design
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• Cost of Goods

• Automated or Manual 

Process

• Equipment/Tooling

• Availability of Materials

• Lead Times

Processability



Considerations for Pack Design
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• USP

• Brand Identity

• Anti-counterfeit

Commercial & Marketing



Considerations for Pack Design
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• Font Size

• Readability

• Serialisation

• Braille

• Required Text & Symbols

Regulatory



Overview of Traditional Secondary 
Packaging Process
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Ireland

Poland

Croatia

Turkey

Sweden

France

Portugal

Iceland

Denmark

Netherlands

Hungary

Russia

United Kingdom

Romania

Spain

Slovakia

Germany

Norway

Austria

Slovenia

Greece

Bulgaria

Czech Republic

Finland

Belgium

Switzerland

Serbia

Luxembourg

Italy

Manufacture 

of Britestock

Secondary 

Packaging

Storage

Distribution

Order

Receipt



Translation

Artwork & 
Packaging 

Design

PPM 
Procurement

Generation 
of MBRs

Secondary 
Packaging

QA Review

QP Review

Text 
Submission 
& Approval

Overview of Historic Packaging
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Overview of Regionalisation
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Ireland Germany United Kingdom Austria France

Spain Portugal Greece Italy Switzerland

Finland Norway Sweden Denmark Iceland

Netherlands Belgium Luxembourg Russia

Romania Bulgaria Hungary Croatia Turkey

Czech Republic Slovakia Poland Serbia Slovenia

Manufacture 

of Britestock

Assembly of 

Regional 

Packs (GMP 

Production 

Operation)
Storage

Distribution

Order

Receipt



What is Blue Box?
Country specific information which is presented in the

official language(s) of the Member State concerned, to

make the pack Market Specific
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• Reduced Handling

• Reduced Stock Holding

• Reduced Lead-times

• Reduced Cost of Goods

• Reduced Sampling

• Increased Flexibility

Benefits of Regionalisation
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• Keylines Size/Capacity

• Target Markets

• Cultural Precedents

• Common Languages

• Serialisation Requirements

• Parallel Importation

Considerations for 
Regional Groupings


