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Compliance

A Contract Manufacturer’s Perspective
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Meeting FDA and OEM’s Compliance Requirements

1 How Does a 1st Tier Supplier meet regulatory 

(FDA and other global regulatory agencies) 

requirements?

2 How does it meet its OEM customers 

requirements?

3 How does it assure risk mitigation and patient 

safety?

4 How does it manage its suppliers?
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Web-Based QMS, Part 11 compliant, passed multiple FDA 
Inspections: FlexQ Integration with Internal Applications
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Meeting Customers 
(OEM) requirements
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Technical
Reviews:

Company Defined Product Life CycleCompany Defined Product Life Cycle
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Customer Focus Team (CFT)

A scalable Account Management Team 
is created to meet the needs of the 
account and to manage all customer 
projects globally

Provides cross-discipline linkage to all 
facets of project execution
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Management Processes

Daily CFT meeting at production line
NPI status review with 

customer

Weekly RFQ review and buyoff Gemba Walk

Operation meeting

Management Review Council 

(review load, material CTB 

and operation support)

Product Quality Performance 

Review

Inventory management 

review

Material CTB review (PM, 

Material Planner)

Delivery commit call with 

customer buyer/planner

Weekly CFT team call with 

customer on program status 

update

Monthly KOI and PNL Review Revenue / Forecast Review
Lean Manufacturing Kaizen 

Project Review
Gemba Walk

Revenue / Forecast Review E & O Review by customer

Quarterly
Site / Segment Strategy 

Meeting
Site communication meeting

Customer Satisfaction 

Review

Operation Update 

Review

Site Resource Planning 

Review

GM

Head of Department

Program Manager level
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Customer Satisfaction Measurement Survey (CSMP)

• Quarterly CSMP feedback from customer

• Flex to align customer expectation
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Customer Satisfaction Trend Chart

Customer Satisfaction Measurement Program

Q1'10 Q2'10 Q3'10 Q4'10 Q1'11 Q2'11

Customer A 4.9 4.9 4.9 3.90 3.70 4.00

Customer B 4.71 4.81 0.0 4.80 4.80 0.00

Customer C 4.9 5.0 5.0 3.90 3.90 3.90

Customer D 4.95 5.0 5.0 4.90 0.00 0.00

Customer E 4.0 4.46 4.53 4.80 0.00 3.90

Customer F 3.62 3.69 3.85 3.38 3.50 3.90

Customer G 0.0 0.0 0.00 4.80 4.00 4.90

Average 4.5 4.0 4.7 4.4 4.0 4.1

CSMP score summary
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• Full score for CSMP is 5. Score 3 is meeting customer expectation
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12 Solectron Confidential

Operations site Compliance and Quality Management
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Product/Process Quality

Control Plan

• Ship Verification using 
SolTrack /FlexFlow

• Visual Check Sheet

• Outgoing Quality Audit

• Outgoing Quality Buy-Off

• Final Testing
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Risk Mitigation

Design. Build. Ship. Service.
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Risk Mgmt Engagement and Responsibilities

15

Risk Management Focus

Risk Management Responsibility

Risk Management Execution

�
Ov

... Ow Ox OzOu Hazardous

Situations

Incidents

(Harm)

Failure Mode

FlexMedical Team Customer TeamLevel 2

Level 3 Joint Effort of FlexMedical and Customer 

Customer

FlexMedical

Source Root Cause Cause(s) Exposure

Medical Product Development and Manufacturing

Fulfillment of Product Functions Product Safety and EffectivenessLevel 2

Level 3
Fulfillment of Product Functions with link to Product Product Safety and Effectiveness

Safety and Effectiveness

Medical Product  and Use

Patient
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Risk Management Execution

16

Risk Management Procedure MED-QMD2003

FTA Procedure MED-QMD2005

FMEA Procedure MED-QMD2006

Risk Management Table MED-QMD4003-2
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Alignment to recent FDA Pharmaceutical Process 
Validation Guidance

In Jan 2011, FDA released the Guidance for Industry – Process 

Validation: General Principles and Practices for the Pharmaceutical 

Industry aligning to ICH Q8/ Q9/ Q10.

Discussions with Grace McNally (FDA Officer heading the FDA 

committee for this Guidance document) at the Feb 21-22 ISPE 

Conference explained the 3-Stage approach to the Pharmaceutical 

Industry’s Process Validation (or “continuous verifications”) 

approach.

How would a Contract Manufacturer assist in pharmaceutical 

device-delivery per the 3-Stage approach? 
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Alignment to Process Validation Guidelines… Stage 1
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Alignment to Process Validation Guidelines… Stage 2
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Alignment to Process Validation Guidelines… Stage 3
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Facility Qualification

Software Validation (Operations)

Line Qualification (IQ,OQ) 

w/embedded eqpt s/w

Line Qualf’n/Vald’n (OQ,PQ)

incl/customer process s/w

Line 1 Line 2

Line 2Line 1 Line 1

Mold Validation (IQ,OQ,PQ)
Molds (A) Molds (B) Molds (x)Statistical Techniques & TMV for

Mold Validation activities.

Statistical Techniques & TMV for
Line Qualification activities.

Statistical Techniques & TMV for
Customer Q/V activities.

Interaction of Qualification/
Validation Processes
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Sample of Quality Data Reporting done every month
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Sample of a Site Quality Maturity Assessment

Design. Build. Ship. Service.

Corporate Compliance Audits, ISO & FDA Registration Status 

Region Location Business ISO 13485

FDA 

Registered

FDA 

Audited

Aguascalientes, Mexico Manufacturing Yes Yes No

Disposable- Asheville, NC Plastic Molding Yes Yes No

AMERICAS Dallas Design - Plano Design Yes No NA

Disposables IrvingTech Center Design Yes Yes Yes

Juarez, Mexico Molding Yes Yes No

Disposables San Diego, CA Manufacturing Yes Yes Yes

Disposables Tijuana, Mexico Manufacturing Yes Yes Yes

Beijing, China Design Q2FY10 No NA

ASIA Singapore Kallang Manufacturing Yes Yes No

Suzhou, China Manufacturing Yes No NA

Xixiang/GuShu, China

Manufacturing & 

Molding Yes Yes Yes

Althofen, Austria

Manufacturing, 

Design Yes Yes No

EUROPE Monza, Italy Design Yes No NA

Timisoara, Romania Manufacturing Yes No NA
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Change Management

Design. Build. Ship. Service.

Design. Build. Ship. Service.

Engineering Change Control Flowchart 

Engineering changes 
Engineering changes: 

- Plant setup 

- Capabilities

- Quality standard

- Technology

-Customer ECO
Identify changes

Perform risk assessment 

Approved by CFT members

IQ, OQ, PQ Validation and report ( 

if required) 

Doc Control Update MECN into 
MAPICS/ EDS

Raise Change Control approval Notice

MECN Approved by CFT members

Implement Changes

Review ECO and raise MECNCost impact statement generation & 

Customer Approval
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Supplier Management

Design. Build. Ship. Service.
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Supplier Life Cycle Management (SLM)

Approved Supplier List / Pool

Supplier Development

Supplier 

Integration

Supplier 

Evaluation

Supplier 

Scouting & 

Selection

ASL Development

Part Qualification (First 

Article)
Supplier Match

Supplier Management

Supplier 

Disqualification

Supplier 

Change 

Management

Supplier 

Improvement

Company’s Supplier Life Cycle Process
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Supplier ManagementSupplier Management

•Supplier audit

-Master supplier audit schedule

-Clear assignment between site and segment resource

•Supplier quality performance

-Collate, trend and report

•Master Approved Supplier List

•Supplier Management

-Incoming Inspection Record Workflow

-Supplier Corrective Action Workflow

-Supplier Quality Performance Workflow

IPAC-RS 2011 ConferenceDesign. Build. Ship. Service.

Supplier Selection

•For sources to be determined by Contract Manufacturer, suppliers are 

selected to assure only suitable suppliers with the right capabilities and 

systems are intended for the project.

•The supplier sourcing and selection are based on the requirements 

specific to the projects and are categorized into the following 

requirements i.e.

• Capability

• Cost 

• Financial risk

• Quality and management system
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Customer Supply Chain Management

Price/Cost 
Management

• Cost Review

• Price Review

• Localization

• AVL Expansion

Asset 
Management

• Inventory 

• E&O Mitigation

• Rebalancing

• DOS (Days Of 
Supply)/Turns Mgmt

Flexibility 
Management

• Replenishment

• VOP (Vendor Order 
Point)

• VMI (Vendor 

Managed Inventory)

• RLT

• Strategic Buffering

• Raw

• Semi-FG/ FG

Supply Chain 
Management

• End to End Supply 

Chain Solutions
• VSM/Supply Chain 

Design

• Supplier/Node 

Selection
• NPI to Volume to 

EOL

Process Management / Metrics & Measurements

Customer’s Business Requirements
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Supplier Evaluation

• Risk Level determination is performed as part of the supplier selection and 

qualification process.

• Suppliers that are considered higher risk are identified during risk level 

determination exercise. Appropriate supplier audit corresponding to the risk will 

be conducted in order to assure the suppliers can meet the requirements shall 

be conducted.

• Total risk Level is determined by device classification (Medical device Class I, 

II, III), component safety risk (Custom, functional component) and supplier risk

(single source, unique technology).

• Type of audit

Risk Level 1 – Self-assessment by supplier

Risk Level 2 – On-site QMS Audit at supplier

Risk Level 3 – On-site QMS Audit and Part Process Audit
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Supplier Integration

When a supplier has been qualified and approved, the supplier will be 

oriented before they are placed in the Approved Supplier List (ASL).

Integration and orientation includes

� Order and Forecast Setup

� Quality Control and Data Submission

� Non-conformance Material Reporting

� Supplier Corrective Action process

� Product identification and traceability

� Improvement program 
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Approved Supplier List

• After a supplier has been qualified, approved and integrated, the supplier will be 

uploaded into the Approved Supplier List .

• A common platform for approved suppliers.

• Access granted to FlexMedical SQEs

• This is a FlexMedical Approved Supplier List (ASL)
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First Article

•Part qualification assures that all parameters (including critical 

requirements and processes) for the part are evaluated.

•For parts that are to be sourced, approved suppliers are 

matched with the parts to be supplied.

•Customer to provide critical part list that requires customer 

further evaluation / approval for part qualification..

•After site approval, relevant part 

qualification reports would be forwarded 

to the customer for final approval or 

evaluation.
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Incoming Inspection Plan

• Incoming inspection plan is developed for all parts to assure that 

incoming parts are inspected according to Critical-To-Quality 

features based on a risk level determined sampling plan.

•Customer to provide the Critical-To-Quality (CTQ) features for 

inspection. 

• If CTQs are not defined, First Article engineer will define the CTQs.

• Incoming inspection plan contains:

• CTQs (Attributes, Variables)

• Inspection Method

• Inspection Instrument (Default: discriminating 1/2 of the 

smallest tolerance)

• Sampling Plan (ISO 2859; ANSI ASQ Z1.4)

• Certificates of Compliance/Analysis Review 
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Counterfeit PartsCounterfeit Parts

• Increasing concern due to prevailing electronics component shortage and 

increasing premium as a result of the shortage.

• Noted potential concerns from customers in Suzhou and in Gushu, China

• Mitigation:

• Service Qualification Procedure MED-SQM2005

-Brokers are to be qualified.

-Every consignment to be inspected.

• Flextronics Global Procurement

-Controlling and approving brokers worldwide.

-Tighten buying process from brokers

-Establish inspection for counterfeit avoidance
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Counterfeit Parts Detection

38
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Thank You… and have a 
great day!


