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Audit Date | 7-7-272 Auditor_He[on  Leyw1H

(‘jompany" / Criteria of 1SO Section Auditor Comments /
ISO Section Issues
VST Ltd Customer communication
[SO9001:2015 |Communication with customers shall include:
8.2.1 a) providing information relating to products and services:
b) handling enquiries. contracts or orders. including changes;

¢) obtaining customer feedback relating to products and services.
including customer complaints: ‘
d) handling or controlling customer property;

¢) establishing specific requirements for contingency actions.
when relevant.

VST Ltd Property belonging to customers or external providers
1ISO9001:2015 |The organization shall exercise care with property belonging to
8.5.3 customers or external providers while it is under the

organization’s control or being used by the organization.

The organization shall identify. verity. protect and safeguard
customers” or external providers™ property provided for use or
incorporation into the products and services.

When the property ol a customer or external provider is lost.
damaged or otherwise found to be unsuitable for use. the
organization shall report this to the customer or external provider
and retain documented information on what has occurred.

NOTE A customer’s or external provider’s property can include
matcerials. components. tools and equipment, premises. intellectual
property and personal data.

Viamed Ltd  |Review of requirements related to product
[SO13485:201 | The organization shall review the requirements related to product. Y\ﬂan@e/"\?/))'
6.7.22 This review shall be conducted prior to the organization’s
commitment to supply product to the customer (¢.g. submission of @Q,\A €
tenders. acceptance of contracts or orders, acceptance ol changes
to contracts or orders) and shall ensure that: DO . C())-)](
a) product requirements are defined and documented; -
b) contract or order requirements differing from those previously
expressed are resolved: PYO@C&! NA
¢) applicable regulatory requirements are met;

d) any user training identified in accordance with 7.2.1 is

. . I
available or planned to be available; ( O Vr
¢) the organization has the ability to meet the defined @(LCC/\,—O{g
requirements.

Records of the results of the review and actions arising [rom the
review shall be maintained (sce 4.2.5).

When the customer provides no documented statement of’
requirement. the customer requirements shall be confirmed by the
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h)rgunimlion before acceptance.
When product requirements are changed. the organization shall
lensure that relevant documents arc amended and that relevant
personnel are made aware of the changed requirements.

Viamed Ltd
ISO13485:201
67.5.10

Customer property Pro (__QCLL/\}\Q_})
The organization shall identify. verify, protect. and safeguard '
customer property provided for use or incorporation into the DUC (/\druc
product while it is under the organization’s control or being used : ée
by the organization. I any customer property is lost. dzmmi’cd or Bert.oriel
otherwise found to be unsuitable for usc. the organization shall
report this to the customer and maintain records (sce 4.2.5).

Viamed [td
ISO13485:201
6754

Servicing activities

[T servicing of the medical device is a specified requirement. the | DC)C (/‘GM
organization shall document servicing procedures. reference } )
|materials. and reference measurements. as necessary. for ‘ TCCL G (,zA

performing servicing activities and verifying that product

. 4
requirements are met. p ) (ga v M
The organization shall analyse records of servicing activitics ¢ SL—UV‘
carried out by the organization or its supplier: - C Z’ o

|
a) to determine if the information is to be handled as a complaint; |
b) as appropriate. for input to the improvement process. 1
[Records of servicing activities carried out by the organization or
lits supplier shall be maintained (sce 4.2.5).

Viamed Ltd
ISO13485:201
67.5.6

Validation of processes for production and service provision | R C‘a ¢

. . o . ~ . | & /

I'he organization shall validate any processes for production and | DO ¢

service provision where the resulting output cannot be or is not [e
i e g | bercoC

verified by subsequent monitoring or measurement and. as a

consequence. deficiencies become apparent only after the product &Qﬁfof\

is in use or the service has been delivered.

Validation shall demonstrate the ability of these processes to PK’ cz({(/@

achieve planned results consistently.

The organization shall document procedures for validation ol
processes including:

a) defined criteria for review and approval of the processes: (2,(7/\/) ey
b) equipment qualification and qualilication of personnel:

¢) use of specific methods, procedures and acceptance criteria;
d) as appropriate, statistical techniques with rationale for sample C‘(,v(,é(z/#? oN
sizes: /

¢) requirements for records (sce 4.2.5): V\O(’%
[) revalidation, including criteria for revalidation:

. . P
@) approval of changes to the processcs. Trec s iA S
The organization shall document procedures for the validation of ~
the application of computer soltware used in production and /Z(/(“

Iservice provision. Such software applications shall be validated
[prior to initial use and. as appropriate. after changes to such
isoftware or its application. The specific approach and activitics
associated with software validation and revalidation shall be
!proporliomllc to the risk associated with the use of the software
including the effect on the ability of the product to conform
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to specifications. \ §
|
|

‘Ruouls of the results and conclusion of validation and necessary
MLUOH\ from the validation shall be maintained (sec 4.2.4 and

!vViamcd [td
[ISO13485:201
6758

14.3.)).

Identification | o ‘
The organization shall document procedures for product lz)ff < OC{,(L :
identification and identify product by suitable means throughout | i i i
Iproduct realization. COLL(L)W{'\(/‘/’ {
"The organization shall identily product status with respect to \ nclrK

monitoring and measurement requirements throughout product i
realization. Identification of product status shall be maintained \1'6(, L- Q(M ‘
throughout production. storage. installation and servicing of f
product to ensure that only product that has passed the required | p('\) (,DC( veeh
inspections and tests or released under an authorized concession 1\‘

dispatched. used or installed. ‘ Q

I required by applicable regulatory requirements. the orguni/uliun; >(O£LQM
shall document a system to assign unique device identilication to |

the medical device. ‘

The organization shall document procedures to ensure that
medical devices returned to the organization are identilied and
distinguished from conforming product.

Viamed Ltd
[1SO13485:201
6824

|a) conforms to planned and documented arrangements, I A(/LO&/;-

Internal audit R
The organization shall conduct internal audits at planned intervals DO c n
to determine whether the quality management system:

requirements of this International Standard. quality management | C&v(ﬂz\&/&v-
system requirements established by the organization, and
applicable regulatory requirements: QC(/\zLL /V]p}[)
b) is cffectively implemented and maintained. ’
The organization shall document a procedure to describe the
responsibilities and requirements for planning and conducting 1
audits and recording and reporting audit results. mw“WF ‘
An audit program shall be planned. taking into consideration the , 3
status and importance of the processes and arca to be audited. as ; 201 e
well as the results of previous audits. The audit eriteria, scope. 1

interval and methods shall be defined and recorded (see 4.2.5).

The selection of auditors and conduct of audits shall ensure

objectivity and impartiality of the audit process. Auditors shall not ’ZL (1/& +4 +§\>L\ S
audit their own work.

Records of the audits and their results. including identification of

the processes and arcas audited and the conclusions. shall be
maintained (sce 4.2.5).

The management responsible for the arca being audited shall
ensure that any necessary corrections and corrective actions are |
taken without undue delay to eliminate detected nonconformities |
and their causes. Follow-up activities shall include the \urllgalmn‘
of the actions taken and the reporting of verification results. 1
INOTE Further information can be found in ISO 19011.

Vimncd Ltd

[Rework
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ISO13485:201 {The organization shall perform rework in accordance with
6834

|documented procedures that takes into account the potential
adverse effect of the rework on the product. These procedures
'shall undergo the same review and approval as the original
ipmccdurc.

[SSUe>

Jpﬁ/@ogur(/&
QA Sinyslam

}/\I'tcr the completion of rework. product shall be verified to ensure .| Doc hcﬁfbf.

|that it meets applicable acceptance criteria and regulatory

requirements. Records of rework shall be maintained (sce 4.2.5).

N on e of

RESPONSE: Y/
N
1 Review Last years Audit. Update processes il required. clhtnen >/
Are all follow on Issuc resolved satisfactory. ObvfgW{d)p\
2| Cheek that out of date warranty repairs have received customer approval
prior to any repair work being done. (N Noistze 7/
3 | Verify that goods are identified as a Customer Repairs. QS \/
Sipstem
4 | Check that the QA Records — final inspection. test sheets and safety records tL2o01
are completed. 6199 i Y
Returns — Repairs Ready for Invoice — View Status. Copy the serial number | & L
in to serial number search in Stockbook to get the barcode 1D. Paste into 6Bl 26
QA Report. All available reports will be in here. (3 <l 93 ¥ 7
s
5 | Check that anti-static precautions are in place and appropriate checks are
recorded. Check the workshop, QA and the R+D room. Should these be in y
place anywhere clse around the company.
6 | Check that the correct coloured duckets are being used for Urgent and
Export repairs.
7 | Check that the repairs are being worked in priority, and then date order. -\/
8 | Check that completed duckets are placed on the repaires shelf with all
appropriate paperwork. Cheek all duckets on the shelves. 7/
9 Returns — Returns Completed.

Pick 5 Invoiced repairs and checek the paperwork in the ORD file matches
the customer pzlpcr\\ymd the invoice.

l. %207

2 6%977 L
4 (%%I‘?(a /
o OPI92

> 6%190 v
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10| Intrastats Service Logs — are any services overdue. list them. 7 /
Intrastats — Returns — Service Visits. Look in Notes icon for further info >Uno(ar C\Ad{?
and check any issues attached. . b(_%5 O (L0 /L L,,Lk J\&WC AN ‘
r == L >/
11 | Intrastats Sfr\ ice lng\ arc any services in progress. o nl \ (:>(/ . (RI’/ S C]/
Returns — Service Visits. (
Check the Notes are they being filled in. GW clyc Y
12| Check in the workshops and make sure all sealant. glues. greases, sprays. ’2656%5 V]
tapes and gasces arc in date and have a data sheet. if no date is present make 4
sure there is a review to check purchase date and lifespan in Intrastats. List Z(_L7 SZ'S Y >,
any without and check recurring issues for this. /(CA&Lﬁ /()/ 19
13 | Returns — Repairs in building.
Pick 5 from the list and go and find them. check they have the appropriate
paperwork.
3 é 822% N4
2. 8’ 270
3 ~
3. (s L(,
4, (, $ZI%
5. 6%l ‘75
14 | Check the number of old repairs. _
Intrastats — Returns — Repairs in building. Find out what is happening with /\)O%\, (,,(.) /
any older than 6 month. List any anomalics. OICCQ/'
15 | Returns — Ready for quote.
Check the 5 oldest from the list and go and find them on the repairs shelf. ,
check they have the appropriate paperwork. o S'}’
1.
) empty)
3. /
4. (¢ wp/@k(/
5. LA
16 | Returns — Quotes sent.

Check the 5 oldest to the Quotes file in the office. Are there notes on
Intrastats and on the paperwork.

I. égl

> Lsigs Vv
. 6922
Sob%214
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17 | Returns — Repairs Ready for Invoice.

invoiced.

L (% Se ~

S G%\’I’l ~ tpnlee &@»s/
‘: g Mr;ﬁf G

QA records.

Check the oldest 5 of the Viamed dnd)wl’ﬂ{\ s. Why have they not been

C/L/rrxe/\r obood o Lo (cm(’c‘/“‘

20 Q/‘g
lemuY?I T same S copy lhg Hmwu mljlhg QA Report and sec if they have

18 | Returns — Calibration Certificates.

number in to serial number search in Stockbook to get the barcode 1D.
Paste into QA Report. Checek there is a QA Report is available.

From the list click View. to go to the calibration certificate. Copy the serial

Sub Processes Linked to Audit 11

Review the below processes tasks and audits and ensure they are completed

in a timely manner.

List Processes Per Title

Warehouse Team Leader

Roll

Roll Task Audit Risk

L
Z[;SQ%IH l/ 895 Zbl) req 2
Managing Risk 1
Dircctor

{Process Scope

PROCESSID 6862
The repairs that are currently in the building.  /Goods
Confirm the Stage and Location of repairs Out
PROCESSID 7138 ’2/(9’557}05

{To review any new QC 21 Forms Managing Company” Risk 1

[Check existing forms for corrective actions l)iudm Sceretary Overall
land effectivness 7{9%

PROCESSID 7674 /Lb 408 409 IFreq 2
Review the repairs ready FFor invoice_ l IS} 11 g(i«mds Goods | Rlsl\
lintrastats. H Out 7 /?/)\ crall
p "BESS 905 ) 3

’l ‘R()( I,SSII‘) 7)0.3 /L(ﬁ> 7‘5 882 WJ_ Gq|
l'o arrange Supplier Returns Goods In |Office |s|\
|Generate RMA box. link items and add faults Processes Overall
Repairs Controller

[Process Scope Roll Task ROI: ¢ Risk
[PROCESSID 7823 79 711 I'req 1

Productio

2.%07771
o

07/07/2022

|Backup the Fluke ESAG15 Safety tester Cle Managing Risk 1

05%
7/77(4/
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o

|

Referenced

Action :
in Document

Task TW
Audit 3M

Task 1M
Audit 12M

Task 2W
Audit 3M

Task TW
Audit 3M

. Referenced
Action )
in Document
Task 12M
Audit 12M



n Dircector

Copy any files to the 7 Drive - safety tester Processes
backupdata

{PROCESSID 7993 1131 1171
|Verification Warranty Repairs Customer Company Office
[Approval Sceretary  Processes
check the previous months non warranty —

rrepairs for customer approval prior to any 259 C§>

work being done.

PROCESSID 7994 1132 1133

[Verification Completed Repairs Paperwork.
|Check 5 Invoiced Repairs. check the

Company Managing
Sceretary  Director

paperwork Invoice matches the customer ~ /o7ﬂl
{Order. > e
[PROCESSID 7995 1134 1135

Verification Visual Check Repair Shelf Company Managing

u,d’(’ 77 Sccrctary | Director
1136 1137
Company Managing
Secretary_ Director

PROCESSID 7996

Verification Repairs Older Repairs

[Find all repairs older than 60 Days.
review why not been invoice / completed.
PROCESSID 7997

Verification Repair Qa Reports

1138 1140
Company Managing

Find 5 Completed repairs. Secretary [ Director
Check the ID has a QA record 2607V

Audits

‘ - Roll
Process Se \ acls

Process Scope Roll Task Audit
PROCESSID 7724 171

To carry out Audit 11 Repairs And Service Company

Viamed Secretary
PROCESSID 7772 179
To carry out Audit 11 Repairs And Service Company

VST Secretary

|Office Processes

- Roll
Roll Task

l, Audit
206522333

Process Scope

234 T

Overall 1

Freq 1
Risk 2
Overall 2

I'req 1
Risk 1
Overall 1

I'req 1
Risk 1
Overall 1
Freq 1
Risk 1
Overall 1

2605{6;% Cilens el

I'req 1
Risk 1
Overall 1

Risk

Ireq 1
RI\I\ 2
Overall 2
Freq 1
Risk 2

Overall 2

Risk

16%

PROCESSID 5857 IFreq 2
Ensuring customer onsite service visits are Office UK Sales Risk 1
completed Processes ([Controller |Overall 2
[PROCESSID 5898 4006 ﬁbw Qé@ly |
Dispose of depleted oxygen sensors and send — Goods In _Company Risk 1
lcustomer replacement disposal bags 7 (,.(,L <7} Secretary  Overall 1
PROCESSID 7752 792 793 IFreq 2
Ensure all outstanding repairs are being dealt — Office Office Risk 1

(4056
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Task 12M
Audit 12M

Task 12M
Audit 12M

Task 12M
Audit 12M

Task 12M
Audit 12M

Task 12M
Audit 12M

Referenced

Action :
in Document

Audit 12M .
udit Z_é,u(]?()

Thi> /D‘(/‘C/‘/[

Audit 12M ' /
I 6092

; Referenced
Action ;
in Document
Task TW
Audit 1M

Task 2W
Audit 2W

Task 1M
Audit 3M



with Processes Processes Overall 2

PROCESSID 7760 607 898 I'req 1
Send letters to existing customers to remind Marketing Company Risk 1
them that a service is due on their equipment  Processes Sceretary  |Overall 1
—_—— ()<
Goods Out A 3}9 266 ?5?
Process Scope Roll Task R”". Risk
Audit
PROCESSID 7690 492 758 Freq 2
Review the Repairs completed shell and ship — Goods Goods In %sk |
those items that arc ready for return to, the Out X Z@Q?}( verall 2
customer. (A ferms ARS s
PROCESSID 7748 575 1054 I'req 2
Check the orders against the customer Goods Managing Risk 2
paperwork. that we have generated. for the Out Dircctor_, Hverall 4
repair we have received in. 2L6ST | v 7,§9'7‘é/i
PROCESSID 7749 576 IFreq 2
Check the quotes that we send out for the Goods B , (Risk 2
repairs we have received in. Out 7L S A ¥ (’gd"«'” 4
PROCESSID 7906 884 RS IFreq 1
Obtain Returns paperwork / authorisation from (Goods Risk 1

supplicr to return Items. Out Overall 1

.-751
e
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Audit 4W

Action

Task 1D
Audit 1M

Task 7D
Audit 12M

Task 1D

Task TW

Referenced
in Document




