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Introduction: Vinay Goyal

orklng as Pr_oduct Stewardship Project Engineer/Manger for over 15 years
_ Responsible to implement various product environmental requirements e.g.
__RoHS, WEEE, REACH, Packaging, Battery, related to new EU Medical Device
_Regulation etc.

_» ASQ Fellow

_ « Serving as the Chair of Section 0701

__» Membership Chair of Section 0702 and

_+ Chair of 11t Southern California Quality Conference in November 2018.
» Adjunct faculty at North Orange County Community College.




Disclaimer

T.hiS presentation has nothing to do with my past and current employers and
__- ___.their internal practices
= This is a general presentation based on presenter’s good faith
___interpretations

« Most of the Product Stewardship (Product Environmental Compliance)
requirements are legal in nature and subject to interpretation
» Depending on your products
* Applications etc.

* Please seek help and guidance from your legal counsel

Basic Requirement

_  What is Product Stewardship or Product Environmental Compliance
_ equirements
_ + In layman’s terms -
____* Substances in your Part, Product, Packaging
>’ Substances are either:

» Banned - cannot be used in the product Example - Mercury in
Thermometer

» Restricted - Should not be exceeding over the threshold limit - RoHS
» Pb should not be more than 0.1% or 1000 ppm
* Cd should not be more than 0.01% or 100 ppm

» Or Require Disclosure : If you have in your product, disclose it




Basic Requirement

ifference between an EU Directive and a Regulation
+ 3 Kinds of Legislative Acts
_+ Proclamation
* Directive
_ * Regulation
» What is CE Marking
» Some directives and Regulations are CE marking directive and regulations

_+ If they apply to your product partially or fully, your product must be
compliant to all applicable directives and Regulations before you can
place a CE marking

» CE marking is like a PASSPORT to place on the EU marking

Basic Requirement

y'-:Ap'pIi'es_ to
____* Manufacturer
e+ Importer
__« Do not take it lightly
» Due to Globalization of SCM - when designing a product, make sure it is

compliant to all local and preferably GLOBAL PS/PEC compliance
requirements




Basic Requirement

« Why they are restricted:
__+ Human Health
__» Allergic, Carcinogenic, Mutagenic and Reproductive Toxin (CMR)
» | ong term Health Impact - BPA, DEHP
» Environmental
* Landfills
* Water
» Air
» Sustainability - replenish
» Global warming, 4Rs - Reduce, Reuse, Recover, Recycle

Product Environmental Compliance
Requirements

» Constantly growing and changing

_+ To stay competitive in today’s market, manufacturers “must” consider
____environmental compliance as one of the key marketing elements

__» "You can run but cannot hide” - Ignoring the issue is not an option, as the
consequences could be devastating to your business due to regulatory non-
compliance, blocked shipments, costly redesigns, corrections, recalls and
bad press.




all, majority' '6f:the regulations either apply to most commercial and
al Device companies or they will be in the future.
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Details about these regulations

. Y_oij':can become an expert of these regulations in a very short time
. Hardest Part is - “Implementation” that may take months and years
- Why?

* They apply product life cycle management
* Inception to end of useful life (Cradle to Grave)

» Require Cross Functional Support

» Marketing - Review - R&D - SCM (Document Control - Procurement -
Manufacturing Operations, Shipping - Field Service - End of life obligations
(Reuse, Recover, Recycle)

* 3R - paying fee, periodic reporting, Format, Language, Hardcopy, e-filing
etc.

* Today, | will be sharing about MDR
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Challenges
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Questions
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Questions




