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Quality System Requirement

| Documernit Review

Audit obs.ervations

4.1 Management responsibility

4.1.1 Quality policy

The suppliers management with executive responsibility
shall define and document its policy for quality, including
‘| objectives for quality and its commitment to quality. The
quality policy shall be relevant to the supplier's

organisational goals and the expectations and needs of its

'| customers. The supplier shall ensure that this policy is
understood, implemented and mamtamed at all levels of
the orgamsatlon ,

Is quality policy documented?

Is the pollcy relevant and
approprlate"
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Is the policy communicated and —> A nee o et
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understood by all staff? Q"’ e ‘b e
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4.1.2 Organisation o How are the responsibilities and g hl o ol Mzﬁl o,,,_,, oo Year ol
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4.1.2.1 Responsibility and authority authorities define (VW payd PV*’ on ,, AL )V o
. o : _;, . 2. kwp{ r. acordo [ )
The responsibility, authority and-the interrelation of .
personnel who manage, perform and verify work affecting | P ' DO
‘quality shall be defined and documented, particularly for Are an orgapisational chartand  [Yés SQ! /Ol oes DO
personnel who need the organisational freedom and position descriptions for head of . th AL

authority to:

a) initiate action to prevent the occurrence of any non
conformities relating to the product, process and quality

production and head of quality
function available?
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system;

b) identify and record any problems relating tothe product
process and quality system;

¢) initiate, recommend or provide solutions through
designated channels;

d) verify the implementation of solutions;
- e) control further processing, delivery or installation of

-nonconforming product until the deficiency or
.unsatisfactory condition has been corrected.

Are they appropriate?

Lse)-howe Complarnt Dept -

4.1.2.2 Resources

The supplier shall identify resource requirements and
provide adequate resources, including the assignment of
trained personnel (see 4.18), formanagement,

- performance of work and verification activities including
internal quality audits.
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41.2. 3 Management Representative

The supplier's management with executive responsnblllty .

shall appoint amember of the supplier's own
management who, irrespective of other responsibilities,
shall have def ned authority for

a) ensurlng that a quality system i is establnshed im-
plemented and maintained in accordance with this
International Standard, and

Who is the Management
Representative?

Are these requii'emenfs addressed in
the job description?
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b) reporting on the performance of the quality system to
the supplier's management for review and as a basis for
improvement of the quality system.

NOTE S The responsibility of a management represen-
tative may also include liaison with extemal parties on
. matters relating to the supplier's quality system

~—

What is the evidence that these

requirements have been effectlvely
met" :
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4.1.2.4 Management review

The supplier's management with executive responsi-
bility shall review the guality system at defined
intervals sufficient to ensure its continuing suitability
and effectiveness in satisfying the requirements of
this International Standard and the suppliers stated
quality policy and objectives (see 4.1.1). Records of
such reviews shall be maintained (see 4.186).

‘| requirements?

Is there a formal perlodlc-revww of
the quality system and how is it
done? .

" Are the intervals between reviews
.| appropriate?

Do the reviews meet the

Are records of the reviews

: maintained‘.’ .
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4.2 Quality system
4.2.1 General Has a quality manual been prepared? L date. -

- The supplier shall establish document and
maintain a quality system as a means of
ensuring that product conforms to specified
reéquirements. The supplier shall prepare a

-quality manual covering the requirements of
this Internationa) Standard. The quality manual
shall include or make reference to the quality .
system procedures and. outline the structure of

| the documentatlon used in the quality system.

NOTE 6 Guidance on quallty manuals is glven In lSO

.| 10013.

| The suppller shall establish and document the
specified requirements.

Note: If this Standard is used for compliance with regulatory
requirements, the relevant regulatory requirements of the’
.| regulations should be included in the specified requirements.

Does the quality manual address the -
requirements of the standard?

Does the qualify manual include or
reference the QS procedures and outline
the structure of the documentatlon of the

'QS system?

) Lle; provietled  pror-+ “-§

Yeo — 4o 24 €S 1996
3 woh-ﬁj L 2005

—2 en/\p-g

I/OQ, HA(Q oof fF

4.2.2 Quality system procedures

The sdpplier shall

a) prepare documented _procedures consistent

with the réquirements of this International

Are there doéumented procedures for
each of the elements of the quallty
standard?
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Standard and the suppllers stated quality policy,
and

) b) effectively implement the quality system and
its documented procedures.

For the pu rposes of this Intemational Standard,
the range and detail of the procedures that
form part of the quality system shall be

dependent upon the complexity of the work, the :

methods used, and the skills and training

needed by personnel |nvolved in carrylng out '

the activity.

| NOTE 7 Documented procedures may make reference to
work instructions that define how an activity is performed.

‘The supplier shall establish and maintain a
file(Device Master File) containing documents
defining the product specifications, including
complete manufacturing and quality assurance
specificatjons for each type/model of medical
device, or referring to the location of this
information (see also 4.5.2 and 4.16).

Are the quality system proqedures
v-,swloj'ecﬁvc “

implemented effectively?

Is a Device Master File for each product
available?
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4.2.3 Quality planning

The subplier. shall define and document how the

requirements for quality will be met. Quality
_planning shall be consistent with all other -

How are the requlrements for quahty
documented? ‘
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requirements of a supplier’s quality system and
shall be documented in a format to suit the
supplier's method of operation.

The supplier shall give consideration to the
following activities, as appropriate, in meeting
the specified requirements for products projects
or contracts

a) the preparation of quality plans;

b) the identification and acquisition of any
controls, processes, equipment (including-
inspection and test equipment), fixtures,
resources and skills that may be needed to
achieve the required quality;

c) ensuring the compatibility of the design, the
production process, installation, servicing, -
inspection and test procedures and the
" | applicable documentation;

d) the updating, as necessary, of quality control,
inspection and- testing techniques, including the
development of new instrumentation;

| e) the identification of any measurement require-
ment involving capability that exceeds the known
state of the art, in sufficient time for.the needed
capability to be developed
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f) the identffication of suitable verification at
appropriate stages in the realisation of product;

g) the claﬁﬁcation of standards of acceptability
for all features and requirements, including
‘those which contain a subjective element;

h) the identification and preparatlon of quality
records (see 4. 16)

NOTE 8 The quality plans referred to [see 4.2.3a)] may be
.| inthe form of a reference to the appropriate documented

procedures that form an integral part of the supplier's quality
system. - ]
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| 4.3 Contract review

'4.3.1 General

The supplier shall establish and maintain
‘documented procedures for. contract review and
for the coordination of these activities.

4.3.2 Review

Before submission of a tender, or the
acceptance of a contract or order (statement of
requirement), the tender, contract or order shall
be reviewed by the supplier to ensure that;

a) the réquirements are adequately defined and

documented; where no written statement of re-

quirement is available for an order received by
verbal means, the supplier shall-ensure that the
order requirements are ag reed before their
acceptance;

b) any differences between the contract or order
requirements and those i |n the tender are
| resolved;

) the supplier has the capablllty to meet the
contract or order requirements.

Are there documented procedures for
contract review?
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’4..3.3‘Amen'dme‘nt to a contract

The supplier shall identify how an amendment to
a contract is made and correctly transferred to
the functions concerned within the supplier's
organisation . '

'4.3.4 Records

Records of contract reviews shall be maintained

| sees.16) |

'NOTE 9 Channels for communication and interfaces with
’| the customer's organisation in these contract matters
should be established. .
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4.4 Design control {ISO 13485 oniy)

4.41 General

‘The suppiiér shall esiablish and maintain -
documented procedures to control and verify the

design of the product in order to ensure that the

‘specified requirements are met.

4.4.2 Design and development planning

The suppli‘er' shall prepare plans for each design

and development activity. The plans shall
describe or reference these activities, and define
responsibility for their implementation. The
design and development activities shalt be
assigned to qualified personnel equipped with
adequate resources. The plans shall be updated
| as the desngn evolves. '

443 Orgamsatlonal and technical interfaces

Organisational and technical interfaces between
different groups which input into the design
process shall be defined and the necessary
information documented, transmltted and
regularly reviewed.

Are there documented p’rocedﬁres for
control of design activities?

| Select and review example(s) of design
‘projects.

Was the project plan clearly
documented?

{ How were changes to the plan

controlled?

Were the interelationships of different
groups involved in design activities
defined?
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4.4.4 Design input

Design input requirements relating to the
product, including applicable statutory and
regulatory requirements, shall be identified,
documented and their selection reviewed by the

supplier for adequacy. Incomplete, ambiguous or |

conflicting requirements shall be resolved with
those responsible for imposing these
requirements. ,

Design input shall take into consideration the
| results of any contract review activities.

-The supplier shall identify requirements that are A
related to the safety of the medical device and
shall include such requirements as design input

| data.

| 4.4.5 Design output

Design output shall be 'documenfed and
expressed in terms that can be verified and

.| validated against design input requirements.
Design output shall; . |

a) meetthe ‘deéign input requirements

b) contain or make reference to acceptance

How did the des‘igh groups document
and review information?

Was the safety of the device included as
an input into design?

How was design output documented?

'Was the output verified against iriput? \
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criteria;

¢) identify those characteristics of the design
that are crucial to the safe and proper
functioning of the product (e.g. operating -
storage, handling, maintenance and
disposal requirements).

Design output documents shall be reviewed
before release. -

4.4.6 Design review

‘| At appropriate stages of design, formal

'| documented reviews of the design results shall
be planned and conducted. Participants at each
design review shall include representatives of all
functions concerned with the design stage being
reviewed, as well as other specnallst personnel,
as required. Records of such rewews shall be
maintained (see 4.16). .

4.4.7 Design verification |
At appropriate stages of design, design

verification shall be performed to ensure that the
design stage output meets the design stage

o~

How were déSign output documents
reviewed before release? -

' Were reviews of the design project

carried out at appropriate intervals?

Were appropriate personnel involved?

Were the reviews documented?

Was design \;el_;iﬁcation carried out and
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‘The supplier shall document and maintain — Cubretiag doivg Px Hals (2000 pX
records (see 4.16) of all design verification Linvoled ) LAtk Ha  rmadesal .|
| activities including those where clinical ' - , '
investigation was involved.
NOTE 10 In addition to conducting deéign reviews (see - o ‘ | " )
4.4.6), design verification may include activities such as ) v ¢93t.).3 81"0"‘.‘""3 "W& .
: o —_— QPJN\- Lcal teots / W Lot
— performing alternative calculations, ~ psthannC o
— comparing the new design with a similar proven design, if < : > - COW4 = P , o
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4.4.8 Design validation . | »’“/‘) : ' _ . 'n- E
' ‘ _ | How was design validation carried out? F El_g leokvg to s PeuP: S @ F Lo |
Design validation shall be performed to ensure - : : Susce Qs enrololisted  proaness 9
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4.4.9 Design changes ' '

All design changes and modifications shall be
identified, documented, féviewed jand approved
by authorised personnel before thel
|mplementat|on

-Werelde'sign changes appropriately

managed?
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4.5 Document and data cohtrol'

Ha.nna,\orn.. font

4, 5 1 General

The supplier shall establish and maintain
documented procedures to control all documents
“and data that relate to the requirements of this
International Standard including, to the extent

'| applicable, documents of external origin such as
-standards and customer drawings.

NOTE 15 Documents and data can be in the
form of any type of media, such as hard copy or
electronic media. :

452 Doéument and data approval and issue

The documents and data shall be reviewed and
approved for adequacy by authorised personnel
prior to issue. A master list or equivalent

| document control procedure identifying the
current-revision status of documents shall be
established and be readily available to preclude
the use of invalid and/or obsolete documents.

This control shall ensure that:

a) the pertinent issues of appropriate documénts
are available at all locations where operations

Are there documerited procedures for
document and data control?

Who approves documents prior to issue? -

{ Are appropriate documents avallable at

points of use?
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b) invalid and/or obsolete documents are - Were invalid or obsolete documents ASlenped T ourdoked o poper cop, Ja 2@‘\1“{"1’ |

or otherwise assured against unintended use;

c) any obsolete documénts retained for legal -
and/or knowledge-preservation purposes are
suitably identified.

The supplier shall define the period for which at
least one copy of obsolete documents shall be

| retained. This period shall ensure that
specifications to which medical devices have
been manufactured are available for at least the
lifetime of the medical device as defined by the
supplier (see 4.16).

4.5.3 Document and data changes.
Changes to documents and data shall be

reviewed and approved by the same
functions/organisations that performed the

promptly removed from all points of issue or use,

found in the workplace? - —c o;:vg 4
V{e/) — Seo_ V.

20 pékﬁ L_»&&GM’G\Q— ] P‘RA

/ﬁ‘* 3
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‘How long are obsolete documenis
retained for? :
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Where practicable, the nature of the change
shall be Identified in the document or the
approprlate attachments
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4.6 Purchasing

4.6.1 General

The supplier shall establish and maintain
.| documented procedures to ensure that

purchased product (see 3.1) conforms to
| specified requirements. _

4.6.2 Evaluation of subcontractors

.| The supplier shall

a) evaluate and select subcontractors on the
basis of their ability to meet subcontract
requirements including the quality system and
any specific quality assurance requirements;

b) define the type and extent of control exercised
by the supplier over subcontractors. This shall be
dependent upon the type of product, the impact
of subcontracted product on the quality of final
product and, where applicable, on the quality
audit reports and/or quality records of the
previously demonstrated .capability and

Are there documented procedures for .
purchasing and ensuring that purchased
product conforms to specified

requirements?

How are subcontractors evaluated and

selected?

Is there periodic review of
subcontractors once selected.

| Sélect and review records of
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acceptable subcontractors (See 4.16).

4.6.3 Purchasing data

| Purchasing documents shall contain data clearly '
describing the product ordered, including where

applicable::

a) the type, class, grade or other precise |dent|f|-

cation;

b) the title or other positive |dent|f|cation and
appllcable issues of specifications, drawings,
process requirements, inspection-instructions
‘and other relevant technical data, including
requirements for approval or qualification of

{ product, procedures process equipment and
personnel;

c) the title, number and issue of the quality
system starrdard to be applied.

| The supplier shall review and appro.ve
purchasing documents for adequacy of the
specified requirements prior to release.

To the extent required by the particular

requirements for traceability in 4.8, the supplier
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shall retain cop:es (see 4 16) of relevant

‘purchasing documents.

4.6.4 Verification of pui,'chase‘d product

4.6.4.1 Supplier verification at
subcontractor's premises

Where the supplier proposes to verify purchased

product at the subcontractor's premises, the
supplier shall specify verification arrangements

and the method of product‘release in the

purchasing documents.

4.6.4.2 Customer verificatioﬁ of
subcontracted product

Where specified in the cbn{ract, the supplier's
customer or the customer's representative shall

be afforded the right to verify at the

subcontractor's premises and the supplier's

‘premises that subcontracted product conforms to -

specified requirements. Such verification shall
not be used by the supplier as.evidence of
effective control of quality by the subcontractor.

Verification by the customer shall not absolve the
supplier of the responsibility to provide
acceptable product, nor shall it preclude
subsequent rejection by the customer.
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4.7 Control of customer-supplied product

The supplier shall establish and maintain e ’ R ot feoring for incor—y <5W&° pectr

documented procedures for the control of - _ ' ' On @\\; RS . :

- verification, storage and maintenance of : ‘ : : :
customer-supplied product provided for- S ' ‘ ‘ Y O g .
incorporation into the supplies or for related ac- , @ Kl']] e — {oatus o,f &M@Fb\w
tivities. Any such product that is lost, damagedor | = 7 S o d A o

is otherwise unsuitable for use shall be recorded
and reported to the customer (see 4.6). -

Verification by the SUppli_e-r does not absolve the
customer of the responsibility to provide
acceptable product.
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8 Product identification and traceabili

Where appropriate, the supplier shall establish
and maintain . documented procedures for
identifying the product by suitable means from
receipt and during all stages of production,
delivery and installation.

Where and to the extent that traceability is a
specified requirement, the supplier shall
establish and maintain documented procedures
for unique identification of individual product or
"| batches. This identification shall be recorded

‘ (see 4.16).

Particular requ:rement for aII medical
devices: .

a) Ident/f catlon
' The suppller shall establlsh and maintain

procedures to ensure that medical devices
received for refurbishing are identified and

. distinguished at all times from normal production.

b) Traceability | _

The supplier shall establish, document and
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maintain procedures for traceability. The
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procedures shall defi ine the extent of traceability
and facilitate corrective and preventive action
(see 4.14.2)

Addmonal requirements for active

implantable medical dewces and implantable
PR ]

‘medical devices:

The extent of traceability shall include all -
components and matenials used, and records of
the environ S (see 4.98)d), when
these could cause the medical device not to
satisfy its specified requirements.

The supplier shall réquile thatits agents or .

" | distributors maintain records of the distribution of

medical devices with regard to traceability and
that such records are available for inspections. -
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4.9 Process control .
The supplier shall identify and plan the C@NW(’ contibi garr ~dloc - prowdiires
production, installation and servicing processes QoA 8z

which directly affect quality and shall ensure that
these processes are carried out under controlled
| conditions. Controlled conditions shall include .
the following:

a) documented procedures defiriing fhe manner
of praduction, installation and servicing, where

the absence of such procedures could adversely :

affect quallty, ‘

' b) use of suitable productibn,_ installation and
servicing equipment, and a suitable working
environment;

c) compliance With refere_ncé standards/codes,
quality plans and/or documented procedures;

d) monitoring and control of suitable process par-
ameters and product characteristics; -

e) the approval of processes and equipment, as
appropriate;

f) criteria for workma"nshvlp, Which shall be
stipulated in the clearest practlcal manner (e.g.

, _;,'

Ji
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written standards, representative samples or
ilustrations); o

g) suitable maintenance of equipment to ensure '

continuing process capability. o

Where the results of processes cannot be fully
verified by subsequent inspection and testing of
the product and where, for example, processing
deficiencies may become apparent only after the
-| product is in use, the processes shall be carried
out by qualified operators and/or shall require
continuous monitoring and control of process
parameters to ensure that the specified
requirements are met.

The requirements for any qualification of process
operations, including associated equipment and
personnel (see 4.18), shall be specified.

NOTE 16 Such processes requiring pre-
qualification of their process capability are .
frequenitly referred to as special processes.

| Records shall be maintained for qualified
- processes, equipment and personnel, as
appropriate (see 4.16).
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A) Personhel

The supplier shall establish, document énd
maintain requirements for health, cleanliness
and clothing of personnel if contact between
such personnel and product or environment
could adversely affect the quality of product.
'B) Environmental contmllih manufacture

For medical devices

a) that are supplied sterile; or

terile and mtended for
e; or

‘b) that are supplied no,
sterilization before |
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¢) where the micf_obiological and/or particulate
cleanlingss or other environmental conditions
| are of significance in their use; or

d) where the environmental conditions are of -

| significance in their manufacture; the supplier-
shall establish and document requirements for
the environment to which pmduct is expased.

If appropriate, the enwronmental conditions shall
be controlled and/or monitored.
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) Cleanliness of product

The supplier shall establish, document and
maintain requirements for cleanliness of product
if:

a) product is cleaned by the éupplier prior to
sterilization and/or its use; or :

b) product is Supplied non-stefile to be subjected
fo a cleaning process pror to sterilization and/or

its use; or

¢) product is suppli%sed non-sterile and
- its cleanliness is of.significance in use; or

d) process agents are to be removed from M|

product during manufacture.

If appropriate, product cleaned in accordance
with a) or b) above need to be subject to the
preceding particular requirements, i.e. A)
Personnel and B) Environmental control in
manufacture, prior to the cleaning procedure.

D) Maintenance

...-o\,aoh:r\:’ o~ 'p&w\,

B

The supplier shall establish and document
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requirements for maintenance activities when
such activities may affect product quality.

Records of such mamtenance shalf be kept (see '

4.16).
E) Installatlon

If appropriate, the suppller shall e

Records of installation a cking peiformed '
by the supplier or his-authonzed lepresentatlve
(see 4.16). ,

shall be retail

If the contract (see 4.3) allows inst:
than by the supplier or his.: .
_representative, t pplier shall provide the
purcha written instructions for installation
and checking. :

P Special processes

The supplier shall ensure that the quality records
of special processes (see 4.16 and note in 4.9.of .
EN ISO 9001 : 1994) identify:

a) the work instruction used;

oot oty
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b) the date the special process was performed; . B ~ MAN prontde S22 AT
c) the identity of the operator of the special
process. - .

Additional requirement for sterile medical
devices: C -

' The supplier shall subject the medical devices to
a validated sterilization process and record (see
4.16) all the control parameters of the '
sterilization process.
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4.10 Inspection and testing

4.10.1 General

The supplier shall establish and maintain
documented procedures for inspection and
testing activities in order to verify that the
specified requirements for the product are met.
The required inspection and testing, and the

records to be established, shall be detailed in the.

quality plan or documented procedures.

4.10.2 Receiving inspection and testing

i 4.10.2.1. The supplier shall ensure thatincoming

product is not used or processed (except in the
circurnstances described in 4.10.2.3) until it has
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been inspected or otherwise verified as
conforming to specified requirements.
Verification of conformance to the specified
- requirements shall be in accordance with the
quality plan and/or documented procedures.

4.10.2.21n deterrhunlng the amount and nature of

receiving inspection, consideration shall be given |

to the amount of control exercised at the
subcontractor's premises and the recorded
evidence of conformance provided, .
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4.10.2.3 Where incoming product is released for.
urgent production purposes prior to verification, it
shall be positively identified and recorded (see
4.16) in order to permit immediate recall and
replacement in'the event of nonconformity to . -
specified requirements.

4.10.3 In-process in'spection and testing

The supplier shall:

‘| a) inspect and test the product as réquired by the

‘quality plan and/or documented procedures;

b) hold product until the required inspection and
tests have been completed or necessary reports
have teen received and verified, except when
product is released under positive-recall pro-
cedures (see 4.10.2.3). Release under positive
recall procedures shall not preclude the actlvmes
outlined in 4.10.3 a)."

4.10.4 Final inspection and testing

The supplier shall carry out all final inspection
and testing in accordance with the. quality plan
and/or documented procedures to complete the
evidence of conformance of the flnlshed product
to the specified requ1rements
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The quality plan and/or documented procedures
for final inspection and testing shall require that
all specified inspection and tests, including those |
specified either on receipt of product or in-
process, have been carried out and that the
results meet specified requirements.

No product shall be dispatched until all the
activities specified in the quality plan and/or
documented procedures have been satisfactorily
“completed and the associated data and _ v
documentation are available and authorised. ‘ : ' ' ' .

. o ‘ W,ZZ\“’
4.10.5 Inspection and test records ' _ %M

The supplier shall establish and maintain records

which provide evidence that the product has : : N o . : M Rula

been inspected and/or tested. These records o Device Hie -~ ley; !

shall show clearly whether the product has : Soph ( ha W‘—thﬁ

passed or failed the inspections and/or tests ' do reA2r 2 Qo weli .

according to defined acceptance criteria. Where ’ ,

the product fails to pass any inspection and/or

test, the procedures for control of

nonconforming product shall apply (see 4.13). < ~
gp pply ( ) Sop entRes dhev

Records shall identify the inspection authority re- )

sponsible for the release of product (see 4.16).

) o o : : ln A AN 2l Oyt
The supplier shall record (see 4.16) the identity -3 . The Derar _F‘ le "“d" e €
of personnel performing any inspection or ’ . Aot flgne QFP on ecch ‘C_ .
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“prove that they are capable of
3(gl_ceptablllty of product }

‘p NATP
4.11 Control of inspection, measurin and test equipment : .
4.11.1 General P A$K wr E”? g MLWQ“V& dhol il tn Mebology -

M“" i P .

The supplier shall establish and maintain e o ’_L ;
documented procedures to control, calibrate and 4,3 C@o QMWJ by o it 5 -
maintain inspection, measuring and test _ — bt - R <§‘}‘5' A W ~all Ce~
equipment (including test software) used by the O;beme%«a nder L Hem #% K5.
supplier to demonstrate the conformance of v IS / 1 [200 3 QP&CJ[\ il o—~—
product to the specified requirements. due Ol / o Lf
Inspection, measuring and test equipment shall L ——
be used in a manner which ensures that the Qe G Yyosin oimbedd codilorated
measurement uncertainty is known and is Onlicomeler ¢ 40 05| 0 S c o —A’v\, vor, - O predides.
consistent with the required measurement - ’ 2002 "
capability. W‘*\f’ F / it 120 : 4@{%
Where test software or comparative references Que G / 04 s

such as test hardware are used as sulit

forms of inspection, they shall be chetked to @)NTS L}-:?’

during production, in

supplier shajl-éstablish the extent and frequency
of such ¢hécks and shall maintain records as
eviderice of control (see 4.16).

Where the availability of technical data pertaining
to the inspection measuring and test equnpment
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is a specified requirement, such data shall be
made available, when required by the customer
or customer's representative, for verification that
the inspection, measuring and test equipmentis
functionally adequate. ‘

NOTE 17 For the purposes of this Ihtemational
Standard the ferm " measuring equipment”
| includes measurement devices,

4.11.2 Control procedure
'| The supplier shall:

a) determine the measurements to be made and
the accuracy required and select the appropriate
inspection, measuring and test equipment that is
capable of the necessary accuracy and
precision; ‘

b) identify all inspection, measuring and test
equipment that can affect product quality, and

calibrate and adjust them at prescribed intervals; -

or prior to use, against certified equipment
having a known valid relationship to
internationally or nationally recognised
standards. Where no such standards exist, the
basis used for calibration shall be documented;

¢) define the process employed for the
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calibration of inspection, measuring and test
equipment, including details of equipment type,
unique identification, location, frequency of
checks, check method, acceptance criteria and
the action to be taken when restults are
unsatisfactory;

d) identify inspection, measuring and test
equipment with a suitable indicator or approved
identification record to show the callibration
status;

€) maintain calibration records for inspection,
measuring ar)d test equipment (see 4.16);

f) assess and document the validity of previous
inspection and test results when inspection,
measuring or test equipment is found to be out of
calibration; ™~

g) ensure that the environmental conditions are
suitable for the calibrations, inspections,
measurements and tests being carried out;

h) ensure that the handling, preservation and
storage of inspection, measuring and test
equipment is such that the accuracy and fitness
for use are maintained;
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ware, from adjustments which would invalidate
the calibration setting.
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4.12 Inspection and test status

The inspection and test status of product shall be
identified by suitable means, which indicate the
conformance or nonconformance of product with
regard to inspection and tests performed. The
identification of inspection and test status shall
be maintained, as defined in the quality plan
and/or documented procedures throughout
production, installation and servicing of the
product to ensure that only product that has

| passed the required inspections and tests [or re-
leased under an authorised concession (see
4.13.2)] is dispatched, used or installed
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4.13 Control of nonconforming product

1 4.13.1 General

The supplier shall establish and maintain
documented procedures to ensure that product
that does not conform to specified requirements
is prevented from unintended use or installation.
This control shall provide for identification,
documentation, evaluation, segregation (when
practical), disposition of nonconforming product,
and for notification to the functions concerned.

4.13.2 Review and disposition of
nonconforming product

The responsibility for review and éuthority for the
disposition of nonconforming product shall be
defined,

Nonconforming product shall be reviewed in
accordance with documented procedures. It may
be '

a) reworked to meet the specified requirements,

b) accepted with or without repair by concession,
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M 2oetly petrevmigle

c) regraded for alternative applications, or
d) rejected or scrapped.

Where required by the contract, the proposed
use or repair of product [see 4.13.2b)] which
does not conform to specified requirements shall
be reported for concession to the customer or
customer's representative. The description of the
nonconformity that has been accepted, and of
repairs, shall be recorded to denote the actual
condition (see 4.16). '

Repaired and/or reworked product shall be re-.
inspected in accordance with the quality plan
and/or documented procedures.
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4.14 Corrective and preventive action

4.14.1 General

The supplier shall establish and maintain
documented procedures for implementing
corrective and preventive action.

Any corrective or preventive action taken to
eliminate the causes of actual or potential
nonconformities shall be to a degree
appropriate to the magnitude of problems and
commensurate with the risks encountered.

The supplier shall implement and record any
changes to the documented procedures

resulting from corrective and preventive action.

4.14.2 Corrective action

The procedures for corrective action shall
include:

a) the effective handling of customer
complaints and reports of product
nonconformities;

b) investigation of the cause of non
conformities relating to product, process and
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—

quality system, and recording the results of the .
investigation (see 4.16); ]
c) determination of the corrective action
needed to eliminate the cause of
nonhconformities;

]

d) application of controls to ensure that
corrective action is taken and that it is effective. -

.'The supplier shall establish and maintain a
documented feedback system to provide early
waming of quality problems and for input into the
corrective action system.

~

If this standard is used for compliance with
regulatory requirements which require post |
marketing surveillance, this surveillance shall
form part of the feedback system.

All feedback information, including reported
customer complaints and returned product, shall
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b) determination of the steps needed to deal with
any problems requiring preventive action;

c) initiation of preventive action and application
of controls to ensure that it is effective;

e) énsuring that relevant information on actions
taken is submitted for management review
(see 4.1.3).
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4.15 Handling, storage, packaging, preservation and delive
4.15.1 General T oot - proedunes
The supplier shall establish and maintain Q032° -
documented procedures for handling, storage, &Lomgc 1§ o C o tz
packaging, preservation and delivery of
product. W"P 0

- cohoh i~ 2 ﬂgau‘a&gwj
The supplier shall establish and maintain o Yeona - L al~
documented procedures for the control of
product with a limited shelf life or requiring cons Vot tedhagora ke pt-
special storage conditions. Such special TPV ¢ cAose (10
storage conditions shall be controlled and op oL Ve b cloo- >
recorded. o (ool vewv— don— (b’w ld»««f
\

If appropriate, special provisions shal be made i< - couneMed ) . ~ {looh
for the handling of used prodiict in order to Con OV (O~ fn roswe WAL, Ho
prevent contamination of other product, the ' ~ [ ,
manufacturing environment or personnel. PM’M clv~ open i v 1

4.15.2 Handling | }0 .
The supplier shall prdvide methods of handling
product that prevent damage or deterioration.
4.15.3 Storage R

The supplier shall use designated storage ‘éy@f,&y
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areas or stock rooms to prevent damage or

deterioration of product, pending use or -1

delivery. Appropriate methods for authorising
receipt to and dispatch from such areas shall
be stipulated

In order to detect deterioratién, the condition of
product in stock shall be assessed at
appropriate intervals.

4.15.4 Packaging

The supplier shall control packing, packaging
and marking processes (including materials
used) to the extent necessary to ensure
conformance to specified requirements.

The supplier shall establish and maintain
procedures to ensure that:

a) the medical device is presented in a container
which maintains the sterility of the medical
device, except for those medical devices which
only the inner surfaces of the medical device are
sterile and the medical device is such that the
sterility of the inner surfaces is maintained;

b) the medical device is capable of being
presented in an aseptic manner, if its use so
requires;

— ke B ehoeen —orp- (8 -
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c) the package, or medical device if only the
inner surface is sterile, clearly reveals.that it has
been opened. ’

Additional requirements for active implahtable
medical devices and implantable medical
devices: :

The supplier shall record the identity of pefsons
who perform the final labelling operation (see
4.16)

4.15.5 Preservation

The supplier shall apply appropriate methods for
preservation and segregation of product when
the product is under the supplier's control.

| 4.15.6 Delivery

The supplier shall arrange for the protection of
the quality of product after final inspection and
test. Where contractually specified, this
protection shall be extended to include delivery
to destination.

The supplier shall ensure that the name and
address of the shipping package consignee is
included in the quality records (see 4.16).
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The supplier shall require that any authorized
represenlative maintains records of distribution
of medical devices and that such records are
available for inspection.
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4.16 | of guality

16 Control of quality records | s —Ml 'LA L =
The supplier shall establish and maintain h ST Sh@wec! me 2403
documented procedures for identification, ¢
collection, indexing, access, filing, storage,’ b\,\g\DW) 2d Ao
maintenance and disposition of quality records. \(b@/\@' 22 B0z -

- eyt o haaanlle (ders ¢ :

Quality records shall be maintained to e I ot 1~ ﬁ) e

demonstrate conformance to specified

requirements and the effective operation of the
Squality system. Pertinent quality records from the
L subcontractor shall be an element of these data.

All quality records shall be legible and shail be
stored and retained in such a way that they are
readily retrievable in facilities that provide a
suitable environment to prevent damage or
deterioration and to prevent loss. Retention

| times of quality records shall be established and

recorded. Where agreed confractually, quality
records shall be made available for evaluation by
the customer or the customer's representative for

_Com,:zz,ea b dn recordos (2)

= fovder Sure ol dlocuredaio.
r”dbx.ed” B e e

an Tndey  page udsl Wije oM Cra

N ok staal of— Fe,(»ej\a} N

o o pohe [)o[d.u/,
N B tre

- p,u (sr st Ouedi
QZ@

-

Ot HAOR-

LM(CM \Qt« fv.y\d\.gg_ ﬂomM) 49 4
off each bt A
— & il |
hedked Mech dests, sy ol TS
checlerd Mor. rocords —s gut & J

Wu

Mbnsgor ~howeve—

}/

B

“S‘]aec)

an agreed. period. S or G‘ﬁj
NOTE 19 Records may be in the form of any C‘J/\Ui(Ld VUC@?H? 2 o R it Lpees
type of media such as hard copy or electronic

media b2 Jon didm'+
The supplier shall refain the quality records fora req e adl \Mﬁ‘:
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period of>time at least equivalent to the lifetime of | _ 1.0, of Ao o L I
the medical device defined by the supplier, but fetse of e Un process of Changinyy Yo #0 yaond

not less than two years from the date of dispatch P»aw ig L1W3 —CQ ey L).. 5.
from the supplier. '

The supplier shall establish and maintain a
record for each batch of medical devices that
provides traceability to the extent required by 4.8
and identifies the quantity manufactured and
quantity released for distribution. The batch
record shall be verified and authorized.

theck - : v yea by Q.M. (+doplie whe
' RO Aoy '
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Note: A batch may be a single medical device.
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4.17 Internal quality audits v

The supplier shall establish and maintain

documented procedures for planning and

implementing internal quality audits to verify

whether quality activities and related resuilts
comply with planned arrangements and to

determine the effectlveness of the quality
system.

Internal quality audits shall be scheduled on the
basis of the status and importance of the activity
to be audited and shall be carried out by
personnel independent of those having direct
responsibility for the activity being audited.

The results of the audits shall be recorded (see
4.16) and brought to the attention of the
personnel having responsibility in the area
audited. The management personnel responsible
for the area shall take timely corrective action on
deficiencies found during the audit .

Follow-up audit activities shall verify and record:
the implementation and effectiveness of the
corrective action taken (see 4.16).
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The results of internal quality audits form an : [Q,ve)o / Q@M& N/.—Jmu;iui @0{,\,., NC. +
integral partofthe input to management review ' ' RN '
activities (see 4.1.3). o Proy - Ackons  Olea %
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4.18 Training

' oy [or
The supplier shall establish and maintain ‘Nﬁmd et (’Q ,He Por MTS "}('Mw(
documented procedures for identifying training @Acyf\u Lufo ~% .A DAM ’E

_needs and provide for the training of all - T—\ — AHheotoien c,cr-hF code & 319&«4\}-»#2
personnel performing activities affecting quality. &; ab vo\k, ard “deseld
Personnel performing specific assigned tasks = |~ W v 9 O)QQ ‘ - gb"

shall be qualified on'the basis of appropriate (2 QN\ Q,\Qo‘l W\' L — Mendor Stoff Ii3dre Stoff

education, training and/or experience as A YW~ \,)/W

required. Approprlate records of tra|n|ng shaII be dﬁl)‘”‘?«@
maintained (see 4.16).
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EWQ . owp Whed noodo cloid/ Oandity

@6
The supplier shall ensure that all personnel who | HY.edicat %V‘ for operatzsn ) \posndor !
are required to work under special environmental | ¢ | yico UW Cau othar

conditions or who perform special processes M c_gf,ﬁf @ Asodi~
(see 4.9) or functions are appropriately trained or 5+“(f J' Qm‘é G UW)

ack
supervised by a trained person. WTO \r;‘) J‘\%&M&W e 0ue @ Pf csess LQW?MV‘(& r;:_f,i% 4 ein
' oS0 e T ‘ ek
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419 Selvicind | R |
o ” . ' > - Sy W0 = ¢y o e d
Where servicing is a specified requirement, the Q1] o2 SN 0"""@“:;1 R
supplier shall establish and maintain 861 SYSHe >
documented procedures for performing, verifying - FVCC-QOLW por oM P CO""’P ‘
and reporting that the servicing meets the : '
specified requirements. 3‘0&‘8"‘\0 y e puinian—g
TeCh - dlakn o~ DeT S pol! : Ted~ Fle g
W - Jﬁgi&am
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4.20 Statistical techniques
4.201 Identification of need | S@I /20 P 0O
The supplier shall identify the need for statistical For L.L,-—&CJA\/--Q SSYNEN-Y Sy
techniques required for establishing, controlling T
and verifying process capability and product Howre l:e& At cakors fin .
characteristics . ‘ L proc£.88 Covhal {o o/\L{diwA*'\'L :
. ' : SRcaltow © eI
The supplier shall establish and maintain ’ : W ‘\/\@M f“ P _
procedures to ensure that sampling methods are | ‘ {odwnguen -
regularly reviewed in the light of the occurrence ' .
of nonconforming product, quality audit reports, _ — Diseisced  fn reledion lo codoamt
feedback tinforma_Zonm@ee 4.14) and other K Ihoundling, . <indicalows ger o
appropriate considerations. | .S“]S A ’ RPN YN, ﬁ Ve ‘
4.20.2 Procedures . Y;dc }\)c_g ;{y\,{)""s
The supplier shall establish and maintain |
documented procedures to implement and '
control the application of the statistical
techniques identified in 4.20.1.
Prepared by: - ‘ | Form XXX.Y

.

+7



