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Foreword

Thi s docunent defines the quality managenent systemrequirenents to be applied
when processing product for clients within the nedical sector as specified in
| SO 13485.

Thi s docunent is supplenental to the Avnet Quality Manual and nust be used in
conjunction with that Manual when processing nedical devices in | SO 13485
certified facilities. Wen processing nedical devices all quality system
requirenents defined in the Quality Manual nust be adhered to, as well as the
additional requirenents defined in this Suppl enent.
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4.0 QUALITY MANAGEMENT SYSTEM REQUIREMENTS

4.1 CGeneral Requirenents (Quality Manual Section 14.0)

NOTE: Docunents which define the key ATS business processes are
specified in Appendix Xl .

4.2 Docurent ati on Requi renents (Quality Manual Section 15.0)
4.2.1 CGeneral Requirenents (Quality Manual Section 15.0)

f. Gther Docunents — Suppl enenta
No docunents specified by national or regional regulations
have been identified for application to Avnet’s busi ness.
When such requirenents beconme known, they will be
i npl enented into the Avnet’s build instructions.
Manuf act uri ng Process Docunents — Suppl enent al
Files are maintained for each type or nodel of nedical device
whi ch either contains or identifies docunents defining product
specifications and QVS requirenents. These docunents define
the conpl ete manufacturing process.

4.2.3 Control of Documents (Quality Manual Section 15.0)

Retenti on of Obsolete Controlled Docunents — Suppl enent al

At | east one copy of obsolete controlled docunents and changed
process docunents are retained as specified by the custoner,
regul atory agency and Avnet, as applicable.

Changes to Docunents — Suppl enment a

Changes to docunents are revi ewed and approved by the original
approving function or by an alternate designated function that
has pertinent background information upon which to base the
decision for a change.

4.2.4 Control of Quality Records (Quality Manual Section
16.0)

Records Retention - Suppl erment al

Records are retained for a period of tine at |east equival ent
to the lifetine of the nmedical device, as defined in Avnet
procedures, but not |less then two years fromthe date of
product release or as specified by relevant regul atory
requirenents.

5.0 MANAGEMENT RESPONSIBLITY

5.5 Responsibilities, Authority and Conmunication (Quality Manua
Section 6.0)

5.5.1 Responsi bility and Authority (Quality Manual Section 5.0)
5.5.1.1 Interrelation of Personnel - Suppl enental

a) The interrelation of personnel who manage, perform and
verify work affecting quality has been defined by top
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managenent. Job descriptions are utilized to define the
responsibility and authority for enpl oyees through the
organi zation. The interrelation of personnel who manage,
perform and verify work affecting quality and who need

t he i ndependence, freedom and authority to performthese
tasks are defined in key process procedures.

5.5.2 Management Representative (Quality Manual Section 7.0)

c. Pronotion of Awareness — Suppl enent al
The Managenent Representative has been given the
responsibility to pronote awareness of regulatory
requi renents throughout the organization. Currently there
are no projects requiring special regulatory requirenents
for nmedi cal custoners. Wien projects are identified that
require special regulatory requirenents, the managenent
representative will be notified.

5.6 Management Review (Quality Manual Section 8.0)
5.6.2 Revi ew | nput
h. New or revised regulatory requirements — Suppl ementa
New and or revised regulatory requirements will be

i ncluded as an input to management review.

5.6.3 Revi ew Qut put

a. |Inmprovenents — Suppl enenta
| nprovenents identified to maintain and/ or enhance the
ef fecti veness of the QVB and processes will be included as

an out put from nanagenent review.

6.0 RESOURCE MANAGEMENT

6.1 Provi si on of Resources (Quality Manual Section 10.1)
C. Regul at ory and custoner Requirenents — Suppl ement a
Resources are provided to neet regulatory and customner
requirenents.

6.3 Infrastructure (Quality Manual Section 10)

Mai nt enance Activities and Mai ntenance Records — Suppl enenta

Requi renents for maintenance activities have been docunented,

i ncluding the required frequency when the maintenance activities or

| ack of mmintenance activities could affect product quality. Records
of the mai ntenance perforned are naintained as required by the records
procedure

6.4 Work Environment (Quality Manual Section 10)

a. Docurent ed procedure — Suppl enent a
Docunented requirenments for health, cleanliness and clothing of
per sonnel have not been established, since contact of personne
and the product or work environment does not adversely affect
the quality of the product.
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b. Wor k Envi ronment Conditi on — Suppl enent a
No wor k environnent conditions have been identified that could
have an adverse effect on product quality; therefore
requi renents for work environnment conditions, nonitoring and
controlling these environnmental conditions have not been
docunented in procedures and work instructions.

C. Personnel tenporarily working under Special Environmental
Condi ti ons — Suppl enent a
No personnel have been identified to work tenporarily under
speci al environnental conditions within the work environnent to
require appropriate training or supervised by trai ned personnel.

d. Arrangenents for contam nated product — Suppl ement a
Product supplied does not have the potential to contam nate
ot her product, the work environnment or personnel

The organi zation does not supply invasive nmedi cal devices; therefore
wor k envi ronment controls applicable to devices of that nature in
terms of health, cleanliness and sterilization (and training and
nonitoring to those requirenents are not applicable.

7.0 PRODUCT REALIZATION

7.1 Pl anni ng of Product Realization (Quality Manual Section 12)
e. Ri sk Management - Suppl ement a
Verification and validation of product design including risk
managenment resides with the custoner, as the custoner
nmai nt ai ns desi gn owner shi p.
7.2 Customer-rel ated Processes (Quality Manual Section 13)
7.2.2 Revi ew of Requirements Related to the Product
a. Docunented Product Requirenents — Suppl enenta
Al'l product requirenents, including those given verbally
are documented for subsequent review and approval .
7.2.3 Cust omer Conmuni cati on
d. Advisory notices — Suppl ement a
Central point of contact has been established in
departnental areas (i.e. sales, engineering, etc.) for
order handling/status/and change requests and
di ssem nating advi sory noti ces.
7.3 Desi gn and Devel opnent

NOTE: Product design is not perfornmed. Product design is the
responsi bility of the custoner.

7.4 Purchasing (Quality Manual Section 17)

7.4.1 Pur chasi ng Process
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a. Docunented Procedure — Suppl enenta
Procedur es have been established to control the quality of
pur chased products from franchi sed suppliers, non-
franchi sed suppliers and val ue added subcontractors and to
ensure that purchased product and/or services conformto
speci fied requirenents.

7.4.2 Pur chasi ng I nformati on

d. Traceability — Suppl enent al
Traceability is maintained fromreceiving to shipping to
the custoner, as applicable and records naintained.

7.4.3 Verification of Purchased Product

c. Verification Records — Suppl enenta
Records of the verification of the product are naintained
in accordance with the records retention procedure.

7.5 Producti on and Service Provision (Quality Manual Section 20)
7.5.1 Control of Production and Service Provision
7.5.1.1 CGeneral Requirenents — Suppl ement a

b. Docurnent ed procedures, docunented
requi renents, and reference materials and
ref erence neasurenment procedures -
Suppl enent a
Work instructions are avail abl e as necessary
to adequately perform work.

g. Label i ng and packagi ng i npl enentation -
Suppl enent a
Label i ng and packagi ng requirenments have been
i mpl enented and controll ed as required by
custoner requirenments within build
i nstructions.

h. Records of batches of medical devices -
Suppl enent a
Identification and traceability of individua
bat ches of medi cal devices is maintained.
This includes traceability of system
conponents to the assenbly level, where
required. The identification and traceability
is recorded and identifies the anpunt
manuf act ured and anount approved for
distribution. The record is verified and
approved.

7.5.1.2 Control of production and service provision-Specific
requi renents — Suppl enent a

7.5.1.2.1 Cl eanl i ness of Product and Cont am nati on

Control — Suppl enent a
7.5.1.2.2 Installation Activities — Suppl enenta
7.5.1.2.3 Servicing Activities — Suppl ement a
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7.5.
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7.5.1.3

Particul ar Requirenents for Sterile Medical Devices
- Suppl erment a

The above clauses 7.5.1.2.1 through 7.5.1.3 are
not applicable to Avnet’s business.

2 Val i dati on of Processes for Production

7.5.2.1

7.5.2.2

CGeneral Requirenents - Suppl enment al
Al'l production processes are validated
internally and as requested by the custoner.

a. Defined Criteria — Suppl enmenta
Criteria for the review and approva
of the processes is defined in the build
i nstructions.

b. Approval of equi pment and qualification of
per sonnel — Suppl erent a
Equi pnent is designated within the build
instruction and control |l ed per the equi pnent
cal i bration and mai nt enance process.
Personnel are qualified in accordance with the
trai ni ng process.

C. Use of specific nmethods and procedures -
Suppl enent a
Met hods and procedures have been docunent ed
i mpl ement ed and control | ed per the docunent
control process.

d. Requi renents for records — Suppl enenta
Control of records and the mai ntenance of the
required records are as specified in the
records procedure and records retention chart.

e. Reval i dati on — Suppl enent a
Reval i dation as applicable is specified within
the build instructions.

f. Docurent ed procedure for validation of
conput er software — Suppl ement a
Val i dation of conputer software is docunented
unl ess deened as i nappropriate.

g. Records of conputer software validation -
Suppl enent a
Records of conputer software validation are
mai nt ai ned i n accordance with the records
procedure unl ess deened as i nhappropri ate.

Particul ar requirenents for sterile nedical devices
- Suppl enment al

No sterile medical devices are processed by Avnet.
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Identification and Traceability (Quality Manual Section 21)

7.5.3.1

7.5.3.2

7.5.3.3

Pr eser vat

7.5.5.1

7.5.5.2

I dentification — Suppl ementa

a. Docurent ed procedure — Suppl enent al
The identification of product is docunented
within the integration and packagi ng
pr ocedures.

b. Ret ur ned product — Suppl enent al
A docunent ed procedure defines how nedi ca
product that has been shipped and returned is
identified and di stinguished from conform ng
product .

Traceability — Suppl enenta

7.5.3.2.1 CGeneral — Suppl ement a
A docunent ed procedure has been
established for traceability. The
procedure defines the requirenents for
product traceability and the records to
be mai nt ai ned.

7.5.3.2.2 Particul ar requirenents for active
i mpl ant abl e nedi cal devices and
i mpl ant abl e nedi cal devices -
Suppl enent a
Avnet does not produce any active
i mpl ant abl e nedi cal devices or
i mpl ant abl e nedi cal devi ces.

Status ldentification — Suppl enenta
Identification of the status of the product is
mai nt ai ned t hroughout production, storage,
installation, and servicing of product. This

i ncludes inspection and test status. Product is
only released after it has met all inspection and
test criteria; where deviation to a process is
required, it is docunented through i ssuance of a
Quality Bulletin.

on of Product (Quality Manual Section 25.0)

Docurent ed procedures or work instructions -

Suppl enent a

Docurent ed procedures and/or work instructions are
mai nt ai ned for preserving the conformty of product
during internal processing and delivery to the

cust oner .

Docurent ed procedures or work instructions for
product with [imted shelf-1ife or special storage
conditions — Suppl enenta

There is no product which has limted shelf-life or
speci al storage condition requirenents.
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7.6 Control of Measuring and Mnitoring Devices (Quality Mnual
Section 22.0)

7.6.1 Docurent ed Procedure — Suppl enent a
Subj ect matter experts determ ne the nonitoring and
neasurenent activities appropriate to denonstrate conformty
of product to predeterm ned requirenents that are docunented
wi thin procedures and build instructions or subsequent
customer inspection instructions.

8.0 MEASUREMENTS, ANALYSIS AND IMPROVEMENT

8.1 CGeneral (Quality Manual 27.0)

C. Mai ntai n ef fectiveness of QW5 — Suppl enenta
Internal audits are conducted with the goal of continually
i mprovi ng the processes and maintaining the effectiveness of the

QVS.
8.2 Moni t ori ng and Measur enent
8.2.1 Customer Satisfaction (Quality Manual Section 9.0)

8.2.1 Cust omer Feedback — Suppl enment al
Avnet continually seeks feedback from custoners to determ ne
if their requirenments are achieved. This feedback takes pl ace
during the prototype process and post build vehicles for
product, process and business rel ated feedback

Cust onmer Advisory Council and Avnet Custoner Loyalty Program
activities serve to proactively seek feedback from custoners
on a regular basis. Corrective and preventive actions are
recorded within reports and the Process | nprovenent Request
process.

No national or regional regul ations have been identified that
require Avnet to gain experience fromthe post-production
phase for inclusion into the feedback system

8.2. 4 Moni toring and Measurenent of Product (Quality
Manual Section 21)

8.2.4.2 Active inplantable nedical devices and inpl antabl e
nedi cal devi ces - Suppl enent al
Not applicable to the products supplied.
| mpl ant abl e devices are not being supplied.

8.3 Control of Nonconform ng Product (Quality Manual Section 23)

8.3.1 Concession only if regulatory requirenents net — Suppl enent al
The responsibility for review and disposition including
acceptance of product under concession is only authorized if
regul atory requirenments have been net. Records of the
identity of the person (s) authorizing the concession are
mai nt ai ned.
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8.3.2 Control of Reworked Product - Suppl enenta
Instructions for rework, including re-inspection are
accessible to and utilized by the appropriate personnel.
Rewor ked product is re-inspected in accordance with the
desi gnat ed processes, build instructions and/or applicable
quality plans, work instructions, and workmanshi p st andards.
The docunentation for rework is subject to the sane revi ew and
approval as the original build docurmentation.

8.4 Analysis of Data (Quality Manual 9.0)

8.4.1 Docurent ed Procedure — Suppl enenta
Dat a anal yzed to determne the effectiveness of the Q5
i ncl udes process, product, customer satisfaction (feedback),
supplier performance, and trends identifying opportunities for
i mprovenent within the business as described in the Analysis
of Data procedure.

8.4.2 Data analysis results records — Suppl enenta
Records of the results of the analysis of data are maintained
in accordance with the record retention procedure.

8.5 | mprovenent (Quality Manual Sections 10 & 28)

8.5.1 Conti nual | nmprovenent
8.5.1 CGeneral — Suppl enent a

The nonconform ng procedure includes the
requi renents for issue and inplenmentation of
advi sory noti ces.
Cust onmer conpl ai nt investigations are recorded and
mai ntai ned within the corrective action system |If
a custoner conplaint is not followed by a
correctivel/preventive action, the reason shall be
aut hori zed and recorded. |If investigations
determ ne that the conmponent manufacturers or
subcontractors contributed to the customer
conpl aint, corrective actions shall be obtained from
t hem
Notification to regulatory authorities of any
adverse events shall be made as required by nationa
or regional regulations require.

8.5.2 Corrective Action (Quality Manual Section 24)
d. Updating docunentation — Suppl enental
Docunents are updated, if appropriate, as a result of
actions identified.
e. Recording results of any investigations — Suppl ementa
Results of corrective action investigations are recorded.
8.5.3 Preventive Action (Quality Minual Section 24.3)

e. Recording results of any investigations — Suppl ementa
Results of preventive action investigations are recorded.
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APPENDIX XI

ATS BUSINESS PROCESS DOCUMENTS

Rev.

Orig

DOCUMENT

NO. TITLE
KP03-0002 ATS BUSINESS SYSTEM OVERVIEW
KP01-0001 STRATEGIC PLANNING PROCESS
KP06-0004 CONTROL OF RECORDS
KP06-0001 CONTROL OF DOCUMENTS
KP02-0001 BUSINESS MANAGEMENT SYSTEM REVIEW PROCESS
KP05-0001 COMPETENCE, AWARENESS AND TRAINING
WI102-0025 ESD
KP08-0004 ACS-DE PROTOTYPE PROCESS
KP08-0003 PRODUCT CHANGE REQUEST
KP08-0002 FIRST ARTICLE & VALIDATION PROCESS
KP10-0001 ACS ORDER SCHEDULE

SUPPLIER QUALIFICATION & DISQUALIFICATION
KP09-0001 PROCESS
KP08-0001 REQUIREMENTS DEVELOPMENT
INTEGRATION BUSINESS DEVELOPMENT-QUOTE
KP08-0005 PROCESS
KP13-0003 CONTROL OF NCM PRODUCT
KP10-0004 PPRODUCT INTEGRATION & FINAL PROCESS
KP04-0001 EQUIPMENT CALIBRATION & MAINTENANCE
W127-0190 INBOUND/OUTBOUND
W102-0006 QUALITY BULLETIN
KP12-0001 INTERNAL BUSINESS ASSESSMENT
KP14-0002 CORRECTIVE & PREVENTIVE ACTION
KP03-0002 BUSINESS SYSTEM OVERVIEW
KP13-0001 FAILURE EVALUATION
KP13-0004 ANALYSIS OF DATA
KP13-0002 PROBLEM SOLVING PROCEDURE
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