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Company / - -
; s
e Criteria of 1SO Section Auditor Comments
Section ) - Issues
VST Ltd |General
1S09001:2 |7.1.5.1 General De. (nobirs
015 7.1.5.1 | The organization shall determine and provide the resources needed to * C\,( / é(v‘/ o
ensure valid and reliable results when monitoring or measuring is used to B o@g(
verify the conformity of products and services to requirements. I
The organization shall ensure that the resources provided: Svppler
a) are suitable for the specific type of monitoring and measurement el
activities being undertaken; QA- S*gStLr"
b) are manptalped to ensure their continuing fitness for. their purpose. T n (/3
The organization shall retain appropriate documented information as = oLﬁ
evidence of fitness for purpose of the monitoring and measurement
|resources.
VST Ltd |Measurement traceability /
ISO9001:2 |When measurement traceability is a requirement, or is considered by the DO C Méétf
015 7.1.5.2 |organization to be an essential part of providing confidence in the validity Codtbretien
of measurement results, measuring equipment shall be: inclex
a) c'allbratc’d or verified, or both, at spec1ﬁeq mtervgls, or prior to use, €/ NS NS lepm
against measurement standards traceable to international or national i
measurement standards; when no such standards exist, the basis used for Oro ce P
calibration or verification shall be retained as documented information; Su // e
b) identified in order to determine their status; A ()/ZQ o,
¢) safeguarded from adjustments, damage or deterioration that would
invalidate the calibration status and subsequent measurement results.
The organization shall determine if the validity of previous measurement
results has been adversely affected when measuring equipment is found to
be unfit for its intended purpose, and shall take appropriate action as
S .o’ —— : o i
VST Ltd |Control of production and service provision e
ISO9001:2 |The organization shall implement production and service provision under DOC l/\n 7~
0158.5.1 |controlled condi-ti.ons. ' . pPOC,?/OLVM
Controlled conditions shall include, as applicable: Tecl. (_"&b
a) the availability of documented information that defines: L
1) the characteristics of the products to be produced, the services to be Mona S Mo
provided, or the activities to be performed; (2 e~
2) the results to be achieved; GA s \35\;04\4
b) the availability and use of suitable monitoring and measuring resources;
|c) the implementation of monitoring and measurement activities at
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appropriate stages to verify that criteria for control of processes or outputs,
and acceptance criteria for products and services,

have been met;

d) the use of suitable infrastructure and environment for the operation of
processes;

e) the appointment of competent persons, including any required
qualification;

f) the validation, and periodic revalidation, of the ability to achieve planned
results of the processes for production and service provision, where the
resulting output cannot be verified by subsequent monitoring or
measurement;

g) the implementation of actions to prevent human error;

h) the implementation of release, delivery and post-delivery activities

Viamed Control of production and service provision

Ltd Production and service provision shall be planned, carried out, monitored
ISO13485: |and controlled to ensure that product conforms to specification. As

2016 7.5.1 |appropriate, production controls shall include but are not Juriited to:

a) documentation of procedures and methods for the gontrol of production
(see 4.2.4);

b) qualification of infrastructure;

¢) implementation of monitoring and me
and product characteristics;
d) availability and use of monitoring and measuring equipment;

e) implementation of defined operations for labelling and packaging;

f) implementation of product release, delivery and post-delivery activities.
The organization shall€stablish and maintain a record (see 4.2.5) for each
medical device or bdtch of medical devices that provides traceability to the
extent specified’in 7.5.9 and identifies the amount manufactured and
amount approved for distribution. The record shall be verified and

rement of process parameters

Viamed  |Control of monitoring and measuring equi
Ltd The organization shall determine the monjtoring and measurement to be
ISO13485: lundertaken and the monitoring and measuring equipment needed to provide
2016 7.6  |evidence of conformity of product t6 determined requirements.

The organization shall document procedures to ensure that monitoring and
measurement can be carried-6ut and are carried out in a manner that is
consistent with the monjtoring and measurement requirements.

As necessary to ensup€ valid results, measuring equipment shall:

a) be calibrated op~erified, or both, at specified intervals, or prior to use,
against meas €ment standards traceable to international or national
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measurement standards: when no such standards exist, the basis used for
calibration or verification shall be recorded (see 4.2.5);

b) be adjusted or re-adjusted as necessary: such adjustments of re-
adjustments shall be recorded (see 4.2.5);

¢) have identification in order to determine its calibratief status;

result;

e) be protected from damage and deterioratio
maintenance and storage.

The organization shall perform calibration or verification in accordance
with documented procedures.

In addition, the organization shall g&sess and record the validity of the
previous measuring results whenthe equipment is found not to conform to
requirements. The organizatiof shall take appropriate action in regard to
the equipment and any proddct affected.

Records of the results of galibration and verification shall be maintained
(see 4.2.5).

The organization shalf document procedures for the validation of the
application of compfiter software used for the monitoring and measurement
of requirements. Such software applications shall be validated prior to
initial use and,/As appropriate, after changes to such software or its
application.

The specif) approach and activities associated with software validation and
revalidatfOn shall be proportionate to the risk associated with the use of the
software including the eftect on the ability of the product to conform to
specifications.

Records of the results and conclusion of validation and necessary actions
from the validation shall be maintained (see 4.2.4 and 4.2.5).

NOTE Further information can be found in ISO 10012.

Viamed Internal audit

Ltd The organization shall conduct internal audits at pl
ISO13485: |determine whether the quality management systent:
2016 8.2.4 |a) conforms to planned and documented arrapgements, requirements of this
International Standard, quality management system requirements
established by the organization, and apglicable regulatory requirements;

b) is effectively implemented and paéintained.

The organization shall documenya procedure to describe the
responsibilities and requiremerts for planning and conducting audits and
recording and reporting audH results.

An audit program shall be’planned, taking into consideration the status and

ed intervals to
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importance of the processes and area to be audited, as well as the results of
previous audits. The audit criteria, scope, interval and afethods shall be
defined and recorded (see 4.2.5). The selection ofatditors and conduct of
-audits shall ensure objectivity and impartialigy”0f the audit process.
Auditors shall not audit their own work,
Records of the audits and their results] including identification of the
processes and areas audited and e conclusions, shall be maintained (see
4.2.5).
The management respopsible for the area being audited shall ensure that
any necessary correcOns and corrective actions are taken without undue
delay to eliminatg-detected nonconformities and their causes. Follow-up
activities shallAnclude the verification of the actions taken and the
reporting ofAerification results.
NOTE Futther information can be found in [SO 19011.

Viamed | General

Ltd The organization shall identify an plement any changes necessary to
ISO13485: |ensure and maintain the contipu€d suitability, adequacy and effectiveness
2016 8.5.1 |of the quality managemengsystem as well as medical device safety and
performance through th&use of the quality policy, quality objectives, audit
results, post market gGrveillance, analysis of data, corrective actions,
preventive actiong’and management review.

Calibration register has been transferred to Intrastats. Out of calibration test equipment
automatically flags when it is requested for use.

ske
RoleID80  (,phy Aade

QUESTION: RESPONSE Y/N

>

1 Check all issues from the previous audit are completed. y.
No  Aon CG/"'F&f/"\CV\ s . A)oi\o\(\ outstenel h N

2 Verify the existence of a calibration register and associated issues in -
Intrastats /
3 Is the register maintained. This can be found on Intrastats in ISO —

Calibration Index

N
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4 Check QA, R and D Room, Workshop etc..for equipment.that does not Ry [ [ s —lp\ P X <
have an in house calibration barcode CE sticker. Send an issue to L
engineering staff and other warehouse staft to check their areas for Ha | + L2 , 7
unlabelled calibration test equipment. O»// UOJ'U =
5 Check calibrated test equipment for a date sticker. Check 5 calibrated Docs .
test equipment dates match to those in the Calibration Index. Check all Sy slem
the equipment na?/ a ,{D‘ulc E‘:l‘lil;ﬁz_nﬁiasjlékel attacheg(c.g tem 4 S
1, & O 57 - z2-ts ours Dec 2% e -
20 EOSY urezs  ewrs  mee 25 A Y 4
- 225 4
4.CEZIS ) - oS T yov 25 V]
4
s.CE22| 20-10-25 T MNov 2 S A V7
6 Is equipment calibrated within its due period W
7 Verify that records show any measurements taken and parameters .
stated. ' /
8 Is the register updated with this information. >
9 Verify that where items which failed calibration are assessed to
ascertain potential recall of product.
10 |Are Calibrations traceable to UKAS Standards. \/

11

Are In-House calibration procedures listed in the Intrastats Document
Index where required.

Sub Processes Linked to Audit 06

Review the below processes tasks and audits and ensure they are completed in a timely manner.

List Processes Per Title

Clone from Docid
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of calibration sticker on it.

Warehouse Team Leader

Process Scope

PROCESSID 7048
Control of monitoring and measuring devices

PROCESSID 7091

To ensure that all equipment that requires
calibration is done.

In the correct timescale and manor.

Make sure all equipment has a date of calibration
on it

Audits

Process Scope
PROCESSID 7718
To carry out Audit 06 Calibration Viamed

Any follow on issues must be identified with
Observation Issue or a Non Conformance Issue.

If the issue is a Non Conformance a QC21 form
must be ﬁl_led in, as per the QC%I form proquure,

20/08/70A

Audit 1142 29(12 9/

|Managing Director
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ISO and Compliance Controller

) . | i T

Process Scope ':iz:: I?Jilklt Risk Action
PROCESSID 7998 Task: 1141 296904 " Freq Task 12M
Verify Equipment used is logged and up to date in  |Company Secretary Risk 3 Audit 12M
the ISO calibration Index and that they have a date Overall 3

Roll Task

Roll Audit Rixe s

Task: 547 L 263204 Freq | Task IM

Production Processes Risk 2 Audit 6M
Overall 2

Audit : S L

Audit:1261 L, 977G 67/

Company Secretary e e -

Task: 547 596320 ¢ Freq Task 1M

Production Processes |Risk 2 Audit 3M
Overall 2

Audit:80 20| 09 g/

|Managing Director

Roll Task . N

IRoll Audit Risk Action

t'rask: |Freg 1 Audit 12M

- Risk 2
/1077 G S Overall 2

Audit :20

‘Company SecretaWC[ﬁ 1’
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Any follow on issues must be identified with |Audit :182 g 7 / 6 é
Observation Issue or a Non Conformance Issue. |Company Secretary

If the issue is a Non Conformance a QC21 form
must be filled in, as per the QC21 form procedure,
and investigated as such. *
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I

miﬁve@@d as sqcrh. “' o - . ,,— ) 7 - i
PROCESSID 7766 Task: Freq | Audit 12M

To carry out Audit 06 Calibration VST | Risk 2

Overall 2

Rolling Tasks Linked to Document : Task (70) Task (547) Task (1141) Task (182)
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