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Impact of new requirements for suppliers
How do suppliers become aware of and implement new requirements

Excample: Amcor Flexibles Singen GmbH
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We are a global leader, with a proud history

43
countries

Operations across

35,000+ Co-workers
globally

manufacturing
sites worldwide

200+9
billion

US

$

annual sales

Began operations in the

1860S 75,000+
shareholders
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Our global footprint brings our customers a world of experience 
as we share our knowledge across markets and products
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Highly specialised portfolio, with a global footprint 
and strong exposure to emerging markets
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FY2017 
Sales, global footprint

FY2017 
Product segments

FY2017 
Sales, focused portfolio

Amcor is today a US$9 billion global business with strong exposure to developed markets 
and the emerging markets of Asia, Latin America, Eastern Europe and Africa

Over 95% of annual sales are from consumer staples for which there is generally steady 
demand regardless of economic conditions including food, beverage, healthcare, home and 
personal care and tobacco products

Emerging 
markets 
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America 
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Food 
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Tobacco 
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Home and 
personal care 

4%

Healthcare 
14%

Other
4% Rigid 

plastics 
32%

Flexibles
68%



General Process overview of the product safety data
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Product Development and Safety – organigram extract
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Me! Iris!

Central product 
safety team



Product Development and Safety cooperation
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Central Product Safety Team
• Guidance and expert advice
• Updating legal requirements
• Updating key account 

customer requirements
• Maintenance of product 

safety intranet website
Product Safety AF Singen
• Performing compliance work
• Managing local supplier DoC’s
• Arranging migration testing on 

representative samples
• Preparation of DMF, CoC’s, 

LoA’s, etc.
• Maintenance of database 

“babtec”

(Pulmonary) PDE‘s
• Contact with customers
• Definition of materials
• Preparation of technical data 

sheets
• Link between customer and 

product safety during development
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Central product safety team: input / output

Amcor Asia
& Pacific

National
Associations

Flexible Packaging
Europe

EU Committees

Conferences, 
seminars, 
publications Customers

and suppliers

Food alerts, 
e.g. RASFF

Legal opinion

EMEA – AFA group of experts

Raw material
and chemical

experts

Central Product 
Safety Team
and 
In-house legal team

Product Safety 
Testing Experts

Communication and Networking using the Product Safety Forum and the Intranet 
Training; Update on new legislation; Expert advice; Central database on raw materials; Co-ordination of KA customer requirements

Amcor Site Amcor Site Amcor Site Amcor Site Amcor Site Amcor Site



Central product safety team: updating requirements
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EU Regulations
ISO/National Standards

Relevant Guidelines
Customer Requirements

• EU Framework 1935/2004
• GMP Regulation
• Plastics Regulation
• REACH
• Packaging Waste
• Biocides
• Cosmetics

• Guidance note on packaging inks.
• Corporate Packaging Food Safety 

Visa

• Swiss Ordinance
• US FDA CFR
• EU Member State legislation
• China YBB standards 
• MERCOSUR
• ISO/EN Medical Pkg. Standards

• FPE GMP Guideline
• CoE Resolutions
• EuPIA Exclusion list & guideline 

on printing inks
• CEPI industry Guideline for paper 

& board
• USP Guidelines

Amcor tracks developments 
at all levels of the regulatory 

environment and takes 
necessary actions to ensure 

full compliance. We also 
ensure customer-specific 
guidelines are followed.



Product Safety AF Singen

• Compliance Work

• Checking supplier DoCs for the needed requirements. 
If there aren‘t sufficient information's available requests will be send out to the supplier 
(i.e. absent by design substances, amendments of regulations, etc.).

• Reasonableness check of supplier DoCs.

• If necessary, initiating migration tests with regard of legislation requirements and 
customer demands at a certified lab.

• Reasonableness check of test reports.

• Maintainig DMF, issue DoC’s and LoA’s
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Assuring availability of up to date documents

Quality Management Software “babtec”



Quality Management Software
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Accessible by R&D, Sales, Customer Service …



„Extended“ compliance statement

14

COC
Formpack



Conclusion
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• The regulatory environment is complex and multiple 
legislative prescriptions, requirements and 
guidelines have to be considered.

• This environment is steadily changing as new 
findings lead to new or modified requirements.

• A closer cooperation or even alignment between 
regulatory organisations like FDA, EMA, CFDA, 
ANVISA could simplify this never ending task.

• Keeping all documents up to date is a challenging 
task to which there is no alterative.



16


	Impact of new requirements for suppliers
	Content
	We are a global leader, with a proud history
	Our global footprint brings our customers a world of experience as we share our knowledge across markets and products
	Highly specialised portfolio, with a global footprint �and strong exposure to emerging markets
	General Process overview of the product safety data
	Product Development and Safety – organigram extract
	Product Development and Safety cooperation
	Central product safety team: input / output
	Central product safety team: updating requirements
	Product Safety AF Singen
	Assuring availability of up to date documents
	Quality Management Software
	„Extended“ compliance statement
	Conclusion
	Slide Number 16

