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About Company & Team 

Company: Boston Scientific Corporation (BSC)  
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• Katie Crawford 
– Regulated Materials Program Manager, Global Supply Chain 

• Boston Scientific is a worldwide developer, 

manufacturer and marketer of medical devices for 

over 30 years 
– 1 of the worlds largest medical device companies 

– Advancing the practice of less-invasive medicine providing 

patient’s alternatives to surgery 

– Global Corporate HQ in Marlborough, Massachusetts (USA) 

– 18 manufacturing facilities worldwide  

– Market presence in approximately 100 countries worldwide 

• Boston Scientific advances science for life by 

providing a broad range of high performance 

solutions that address unmet patient needs and 

reduce the cost of healthcare. 
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Learning Objectives 

Understand the challenging landscape of 

material regulations 

Discuss benefits of utilizing an automated data 

collection system (Product Analytics) 

Review a unique one-stop form for collecting 

material content from suppliers 

Describe best practices for optimized material 

information data collection 

Summary & Review   
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Developing a Regulated Materials Program 
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Develop Process & 
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↑ Number of material regulations 

 

Why Material Compliance? 

↑ Scope of existing regulations ↑  Complexity of regulations 

Need: The rough and tumble landscape of material regulations 

Photo credit: Darc Red 
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Conflict Minerals  
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Environmental Regulations 

A Changing Landscape 

Medical Device Regulations Other Regulations 

Requirements: Types of Material Regulations 

Restriction of  

Hazardous Substances Animal Materials  Conflict Minerals 
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Best Practice: Agile, High-Performance 
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Software System: PTC Windchill Product 

Analytics (WPA) 

One-Stop Form: electronic component material 

assessment (eCMA) 

Develop Process and Tools 

A sustainable solution includes teamwork between IS systems, business procedures and forms 

Photo Credit Darc Red 

eCMA Process  

(and Form) 

System 

Windchill 

Product 
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PTC Windchill Product Analytics 

Key Tool: Software System 

• Quality: 
– Comprehensive for material regulations 

– Material information requests/response 

tracking 

– Version history tracking 

• Efficient: 
– Searchable system 

– User-friendly interface 

– Connection with PLM system & 

purchasing system  

– Connection to supply chain for material 

• Adaptable: 
– Compliance specifications can 

accommodate rapidly changing and 

new regulations 

Windchill Product Analytics 
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An Adaptable System  

Compliance specifications designed to be adaptable for changing regulations 

• PTC specifications 
– Managed by PTC 

– Updates available when regulation 

updates 

– Includes: EU REACH, EU RoHS, Conflict 

Minerals, etc. 

• Customer defined specifications 
– Managed by customer (BSC) 

– Medical device regulations ‘ 

– Customer business rules 

 

Calculates 

status and 

verdict for  

supplier parts/  

 BOMs 

 

WPA 
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An Efficient Quality System 

Comprehensive for key material regulations. For example: 

• Requests/response tracking 

• Storage and revision history  

• Validations performed on incoming data 

WPA 

 

3TGs present? 

Select Language Preference Here:

请选择你的语言 :

사용할 언어를 선택하시오 :

表示言語をここから選択してください :

Sélectionner la langue préférée ici:

Selecione Preferência de idioma Aqui:

Wählen sie hier die Sprache:

Seleccione el lenguaje de preferencia aqui:

Selezionare la lingua di preferenza qui:

English

Revision 2.03a

July 25th, 2013

Company Name (*):

Declaration Scope (*):

Company Unique Identifier:

Address:

Authorized Company Representative Name (*):

Representative Title:

Representative Email (*):

Representative Phone:

Date of Completion (*):

Description of Scope:

Conflict Minerals Reporting Template

The purpose of this document is to collect sourcing information on tin, tantalum, tungsten and gold used in products Link to Terms & Conditions

Mandatory fields are noted with an asterisk (*). The information collected in this template should be updated annually. Any changes within the annual cycle should be provided to your customers

Company Information

Select Language Preference Here:

请选择你的语言 :

사용할 언어를 선택하시오 :

表示言語をここから選択してください :

Sélectionner la langue préférée ici:

Selecione Preferência de idioma Aqui:

Wählen sie hier die Sprache:

Seleccione el lenguaje de preferencia aqui:

Selezionare la lingua di preferenza qui:

English

Revision 2.03a

July 25th, 2013

Company Name (*):

Declaration Scope (*):

Company Unique Identifier:

Address:

Authorized Company Representative Name (*):

Representative Title:

Representative Email (*):

Representative Phone:

Date of Completion (*):

Description of Scope:

Conflict Minerals Reporting Template

The purpose of this document is to collect sourcing information on tin, tantalum, tungsten and gold used in products Link to Terms & Conditions

Mandatory fields are noted with an asterisk (*). The information collected in this template should be updated annually. Any changes within the annual cycle should be provided to your customers

Company Information

Yes 

No 

STOP 

Supplier 



15 

Electronic Component Material Assessment (eCMA) Form 

Key Tool: Boston Scientific’s custom material declaration form 

• Comprehensive:  
– Key regulations & substances 

– Processing Aids 

– Emerging regulations 

• User-Friendly:  
– Auto-fill of part/supplier 

information  

– Validations for correct 

completion 

• Efficient:  
– Multiple components on one 

form (when applicable) 

– Allows both Y/N declarations 

and ability to provide full material 

disclosure 

 

 

Supplier and Part  

Information 

Instructions 

Homogeneous Material  

Composition Declaration 

Processing Aids 

Medical Device  

Regulation Questions 

Environmental/Other  

Regulation Questions 

Other Related Information 

Supplier Approval 
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Material Content Breakdown 

Key Concept: material content breakdown & full material disclosure (FMD) 
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System & Form Together  

Key Tools Work Together 

Portal (or Email) 
  

Windchill Product Analytics 

Supplier: 

- Receives requests 

- Accesses forms & 
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Best Practices for Material Data Collection 

Who is the right contact? What is needed? 
– Material Declaration via 

eCMA Form 

– Full Material Disclosure 

– Conflict Minerals Information 

When is the deadline? Where to go? 

Communication, communication, communication… 

BSC Portal 
  

Select Language Preference Here:

请选择你的语言 :

사용할 언어를 선택하시오 :

表示言語をここから選択してください :

Sélectionner la langue préférée ici:

Selecione Preferência de idioma Aqui:

Wählen sie hier die Sprache:

Seleccione el lenguaje de preferencia aqui:

Selezionare la lingua di preferenza qui:

English

Revision 2.03a

July 25th, 2013

Company Name (*):

Declaration Scope (*):

Company Unique Identifier:

Address:

Authorized Company Representative Name (*):

Representative Title:

Representative Email (*):

Representative Phone:

Date of Completion (*):

Description of Scope:

Conflict Minerals Reporting Template

The purpose of this document is to collect sourcing information on tin, tantalum, tungsten and gold used in products Link to Terms & Conditions

Mandatory fields are noted with an asterisk (*). The information collected in this template should be updated annually. Any changes within the annual cycle should be provided to your customers

Company Information

Select Language Preference Here:

请选择你的语言 :

사용할 언어를 선택하시오 :

表示言語をここから選択してください :

Sélectionner la langue préférée ici:

Selecione Preferência de idioma Aqui:

Wählen sie hier die Sprache:

Seleccione el lenguaje de preferencia aqui:

Selezionare la lingua di preferenza qui:

English

Revision 2.03a

July 25th, 2013

Company Name (*):

Declaration Scope (*):

Company Unique Identifier:

Address:

Authorized Company Representative Name (*):

Representative Title:

Representative Email (*):

Representative Phone:

Date of Completion (*):

Description of Scope:

Conflict Minerals Reporting Template

The purpose of this document is to collect sourcing information on tin, tantalum, tungsten and gold used in products Link to Terms & Conditions

Mandatory fields are noted with an asterisk (*). The information collected in this template should be updated annually. Any changes within the annual cycle should be provided to your customers

Company Information



20 

• Escalation (internally, at supplier) 

• Go to tier II or tier III suppliers 

• Use other methods to obtain data 

 

Best Practices for Material Data Collection 

How to handle challenges 

Photo Credit: Max Rugby 

• No response from supplier? 

• Incorrect contacts? 

• Unable to obtain information? 
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Sustaining Regulated Materials Program  

A Sustainable Program 

New/Changing 
Requirement (material 

regulation) or  

Continuous Improvement 

Communicate Change 

Update Business 
Processes, Tools (if 

needed) 

Evaluate Material Data/ 
Collect Additional Data 

Document/Store 
Compliance 
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Q&A            
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Learning Objectives 

 Understand the challenging landscape of 

material regulations 

 Discuss benefits of utilizing an automated data 

collection system (Product Analytics) 

 Review a unique one-stop form for collecting 

material content from suppliers 

 Describe best practices for optimized material 

information data collection 

Summary & Review   
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• Your feedback is valuable  

• Don’t miss out on the chance to provide your feedback 

• Gain a chance to win an instant prize!  

• Complete your session evaluation now 

Photo Credit: Darc Red 




