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Chapter 1 : Introduction

Scope

This Quality Manual (MQ) introduces the conditiafoperation at VBM in order to obtain,
master, make sure that quality objectives are wmirding to :
» Customers’ requirements,
* Requirements of the Quality Management System (QM8)e framework of the
ISO 9001:2008,
» Special requirements to specific features of mediesices (GM)under the norm NF-
EN ISO 13485 :2004,
» Directive 93/42/CEE : 2008 related to medical desic
As well as improving customer satisfaction & deyesocontinuous improvement behaviour.

The MQ is made available to all VBM & related pearab under the supervision of the Quality
Manager (MQ)

The QM ‘s responsibility is to introduce and expléie content to any new VBM & related
personal .
Exclusion

VBM ‘s objective is to remain a sub-contractortite MD industry : therefore the Chapters
Design & Developments from the norms 'EN 13485020and 1SO 9001 : 2008 are excluded.

Abréviations
AAC : Accounting Assistant PR : Procedure
BL : Delivery note RAF : Admin & Finance Manager
CDC : Specification RC: Sales Manager
F : Form RDD : Management Review
IQE : External Quality R&D : Research & Developme
MO : Operating RP : Production Manager
MQ : Quality Manual RQ : Quality Manager
NC : Non-conformity SC: Sales Department
OP : Injection press operator SMQ : Quality Mamaget System
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Chapter 2 : Presentation

Fax

Legal Incorporation

Created

Staff

Business

VBM Sarl
VBM Orthopaedic Polymers

Campus industriel de la Brande
Chemin de St- Amand

03600 MALICORNE

FRANCE

+33(0) 4 70 09 78 20

+33(0) 4 70 09 78 21

LLC with 50.000 € in equity

Septembre 1998

Injection moulding of polymers for use as medicavides &
distribution of biomaterials
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Manufacturing

Own products
Trading Distribution

/ INCOMING MATERIAL
\ 4
PREPARATION

\ 4

INJECTION
CONTROLS PACKAGING <
STERILISATION
\ 4
STORAGE

e SHIPPING
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Chapter 3 : Commitment from the Management

3.1 General Manager commitment.

Quiality, extended to all services, departmentsustrbe everyone’s focus.

Quality is everyday, in every step we undertakeefich and everyone of us. With 12 years in
operation, VBM has developed quality and seriousmath the objective of :

Customer satisfaction , regulatory compliance andantinuous improvement

Quality behaviour means to help develop VBM:

» On its _marketsbecause the survival & development can onlynkared with
loyal customers as well as new customers.

in its P&L, because only a fair profit margin can allocagalth for new
investments, retribution to employees and to iteplacompany.,

In its internal relationsbecause projects can be achieved only thru teark, w
adequate communication, constant effort in inforama& training ,

In its outside relationdecause, in order to grow, we need active sufpmort
our customers, suppliers, contractors considerghdBers,

In its environnemennatural or social, in our legal framework ane th
understanding of the environmental & sustainahkdlenges ahead of us..

vV V VYV V¥V

| request all personal, whatever their jobs areotastantly act in the respect of our common
goal, to report any problem in order to find a solu for the sole customer satisfaction, again
within the framework of our business, and the valsieared in our organization.

| will make sure to support this action with maé¢& human resources that are necessary to the
implementation of this policy .

To live this quality, 1 will personally handle QitgiManagement to guarantee the efficiency of
the system..

However, to help implement this policy, a posit@frExternal Quality Advisor is created to
bring energy on a regular basis to achieve thi$ goa

The independence, the autonomy and responsitolitphduct this mission are clearly
designated..

e, ) o ‘\\
07 february 2011,

Frangois ORY
General Manager
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3.3 Quality Policy

The policy, described in this document, is applieab all activities of VBM.

To best work in the spirit of the Norms, we havketa a decision to implement a Process
approach that best fits our organization.

We start form the customer's demand to aim at atssfaction. This approach provides the
skeleton of our organization with Processes (seppifg) and a Pilot..

For each and every Process, a Pilot has descrigedl; input data, output data, the logical
details and interaction with other processes.il@Btators then help measure the efficiency of
the Process.

The QM leads the Risk Management Review and repisrfindings.

Thru Internal & External Audits, as well as Manager Reviews, management checks its
guality policy in relation with the results verdhe set objectives.

During Management Reviews, Management checks ark miare that each Pilot has planned
actions related to its objectives, sets new objestifor the period to come, while allocating
appropriate resources.
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3.4 Responsability et authority
General Managsq
Outside Quality
IQE
Quality Manager
RQ Accounting & Production Fin & Adm
Correspondant Manage Administrative Manager Mager Sales Manage
Matério-Vigileance R&D Assistant ACC RP RAF RC
Injection
Presse Op
OP

The above graph describes the hierchy of VBM. Jabxctions listed above are explained in

further details in documents MO/01-01 to MO/01-0Jok description ».

The General Manager sets the objectives, in ternguaflity, sales, P&L, administrative &
production. His main task is to convey those oljest and to underline the importance of

customer satisfaction..
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3.5 Architecture

SMQ & resources

ROLE

Organisationnal

Quality
Manual

MQ
Quality Policy
Quality Objectives

CONTENT

Description of Management Quality System

Functionnal

PRocedures

PR

Description of Processes

Operationnal

Operating Methods
MO

Technical Data

Local

Forms

Records
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Chapter 4 : Processes Mapping

Process Process Process
Support Realization Management
Customer

requirements

\/
F_’rocess j> PRODUCTION <; Process
Maintenance Management
\/
Customer
Satisfaction
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Chapiter 5 : Process et Indicators
PROCESS MANAGEMENT
Acteurs Actions Interactions
I I
Management Market Analysis Process
Company Corporate Customer
Policv
| Process
T Production
Implementing SMQ
Risk Analysis- Management
Process

~————

Definition of objectives per
Process
Allocate Ressources

Maintenance

~———

Evaluation of Process
efficiency

Adjust

—————

Customer Satisfaction
and internal
satisfaction
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Process :Management Pilote :Management

1 - Definition :

Define, plan & control the corporate policy.

2 - Indicator / Source / Person in Charge :

Indicator(s) Source Person in Charge Frequency

Sales Monthly Report Table AAC Monthly

Ebitda P&L and Balance Sheet of p ¢ Half Year

end of period interim status.
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PROCESS CUSTOMER
Players Action Interactions
Sales IGather requirement of Process
Department customers or prospective Management
customers
Production o _
Department Check customer spec with

VBM internal spec/capacity.

~———

If does not match, feasibility
study

‘ ™~

\/

Write, review & edit quotation

Give un

—~———

‘ Customer order

———

Review & enter

———

AO to customer
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Process:Customer Pilot: Management
1 - Definition:
Taking into account actual & new requirements frtbie customers
2 - Indicator / Source / Person in Charge :
Indicator (s) Source Person in Charge | Frequency
New CUStO.merS on Table of Customers AAC Yearly
yearly period
Customer loyalty (80%
compared to preceding Table of Sales AAC Quarterly

year)

Customers/montly report
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PROCESS PRODUCTION
Players Action Interactions
N
Production Customer Order Process
Department Management
- % \.,I
Mould design
/Vendors ; Mould\ )
Ki | Process
making P Maintenance
Sterilization Validation of
Biological moulds & test
Controls pleceset picces /
N J = =
L Production File
R

Manufacture acc. to spec &
procedures

o ——

Production records :
Volume, time, controls

Packaging
Contracting for sterilization
Certs & shipping docs.

N~
Incoming from
Sterilization :
controls

| ) \/

Products for inventory
or to customers
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Process :Production Pilot: Production Manager (RP)
1 - Definition:
Organize production, from incoming order to produtal availability.
2 - Indicator / Source / Person in Charge :
Indicator(s) Source Person in Charge | Frequency
Meetl_ng delivery Late delivery file access RP Monthly
deadlines
. Non conforming report
Level of Claim £13-01 RP Half year
Yield Reality (actual use
of material /actual good tpReal Yield Excell file RP Monthly
process)
Yield Theoretical (actual . .
use of material/estimated 'Fl'ir;:aretlcal Yield Excell RP Monthly
guantity)
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PROCESS MAINTENANCE
Players Action Interactions
Production — ( s )
Department Planning of Management
maintenance
-
' )
Process
T~ Production
Maintenance of equipement e

Machine break-down

v

Curativ Maintenance

————

Maintainability

Records
/ T
[
[

/
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Process :Maintenance

1 - Definition:

Manage preventive & cutativ maintenance

2 — Indicator / Source / Person in Charge

Pilot: Production Manager

Indicator(s)

Source

Person in Charge

Frequency

Meeting deadlines of
planned maintenance.

Maintenance File F09-10

RP

Half Year
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Appendix 1
POSITIONS HELD AT VBM ORTHO POLYMERS

Refer to Chapter 3 of QM :

General F. ORY
1 =TT T =T U UPP PP

J.C.MENARDIE
Manager R&D........coo i

J.C. MENARDIE
Production Manager...........coouviviiveeieiiiiiiieeseees e e e e e e e eeeeeeeeenaenes

F. ORY
SaAlES MANAGET......uuuiiii e

F. ORY
Quality Management........ccceeeeeeiieeiieeeeeeeicerr e e e e e e e e

J.C.MENARDIE
Press OPErator ......... oot eeeeaans

J. BOURDIER
Outside Quality ........covviviiiii e,

J.C. HUVET
Finance & Administration Manager ................covevvennne.

G. KAPUSTA
Accounting & Administrative Assistant ................cooiiiieenn,
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