Subcontractors causing the fault

idea Subcontractors faults
process failure glue failure

Asia Pacific

Bad concept i keyboard failurs could have been managed by software
production process setup wrong I mix up possible

tests missing?  change of composition, faulty processing,

damaging the keyboard transportation condition impairing the glue
damaging the keyboard ' transportation condition impairing the glue

market/usage wrong cleaning

Suppliers around the life cycle

damaging the keyboard during servicing
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Asia Pacific

Regulations & Identification Approach of

Standards of critical a certifier
suppliers
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Suppliers

Identification of critical suppliers 1
a perspective from the product life cycle
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Where and who are your suppliers ?

buying IP acquisition Univ. research Ai pciﬁc

HW concept SW concept rep. prototype

hardware software mechanical
material components sterilization
storage delivery serv. packaging

parts repair maintenance
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Suppliers
Identification of critical suppliers -
a perspective from the medical device
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g User

Medical Device

component 1

/-

component 2 component 3

Manufacturer Supplier

g Patient
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|dentification of critical suppliers - FMEA

- - Asia Pacific
Medical Device

—>

User Patient
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Risk Management must be effective
over Interfaces
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Example: discontinued chemical for the battery

g User

Pace Maker I

/-

Stimulator

Battery

Manufacturer I Battery
: Supplier
Patient
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Asia Pacific

Regulations & Identification Approach of

Standards of critical a certifier
suppliers
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Asia Pacific

Suppliers
Important points for audits -
approach of a certifier
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Audit route for outsourcing

purchasing
process

TUV SUBsia Pacific

Analyze the

Analyze
R&D Identify all
identify outsourced
critical processes
- components
J. .

/

Analyze the
control of

outsourced
processes

Analyze
incoming
inspection
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Audit route: analyze control of outsourced pro

Supplier control Audit _

1. procedures for conducting supplier evaluations

2. controls by the manufacturer over suppliers,
so that specified requirements are met.

3. adequacy of specifications for products and services that
suppliers are to provide, defined risk management
responsibilities and any necessary risk control measures

4. records of supplier evaluations
5. verification of purchased products and services
6. decide weather to audit the suppliers
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