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VST Lid |lnfrzlsl|-uclurc :n -ug“k%;,_mi/
ISO9001:2015 The organization shall determine. provide and maintain the Ve XV L0
7:1.3 infrastructure necessary lor the operation ol its processes and ; )
to achieve conformity of products and services. FQ.CC" ép()u: b
NOTE Infrastructure can include: AA i
‘ [a) buildings and associated utilities: | pro (,zc(l./f“ﬁ-s
b) cquipment. including hardware and software: | )
| ) |1'.'1|1:~']1n|‘l111i(1|1 ICSOUTCes: DGC e GAIL
[ | information and communication technology. Hi<g [T&:)W
VST Lid [Environment for the operation of processes |
1SO9001:2015 ['he organization shall allctcrminc. prf!\'idc and maintain the e e ek
7.1.4 environment necessary for the operation of its processes and o] /2& e
zlch!g\c L'nn!urnm_\' 1:1. products and services. o _ I—.’éyg-c-f{),ﬂcf‘_,
NOTE A suitable environment can be a combination of human josue s
land physical lactors. such as: ]
[a) social (c.e. non-discriminatory. calm. non-confrontational): HsE 6%
b) psyehological (¢.g. stress-reducing. burnout prevention. Doc en -
emotionally protective): ;2,?_7 @{c}{’&ﬂcj
¢) physical (c.g. temperature. heat. humidity, light. airflow, ¢ PM
' hvgicne. noise). ' ‘
I'hese tactors can dilfer substantially depending on the \Qw’;""’“ﬁ‘ res
products and services provided. |
VST L Competence ffhﬁ'wc‘«%;zm.’—-
ISO9001:2015 7.2 |7.2 Competence &Wé_pb‘;
The organization shall: -
a) determine the necessary competence of person(s) doing Treavio fece
work under its control that allects the performance and fZL (!y} &ALJL .
lelfectiveness of the quality management system: +
{ b) ensure that these persons are competent on the basis of P 2.
appropriate education. training. or expericnee: 5
¢) where applicable. take actions to acquire the necessary |
[competence. and evaluate the effectiveness of the actions
[taken:
) retain appropriate documented information as evidence of
competence. |
. NOTI Applicable actions can include. for example. the '
provision of training to. the mentoring ofl, or the reassignment |
‘ of currently emploved persons: or the hiring or contracting of |
competent persons.
‘ Awareness
|lfw‘()‘)()(li 2015 7.3 |The organization shall ensure that persons doing work under
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the organization’s control arc aware ol

a) the quality policy:

b) relevant quality objectives:

¢) their contribution to the effectiveness of the quality
[management system. including the benefits of improved
[performance:

d) the implications of not conforming with the quality |
management system requirements.

Viamed Ltd
ISO13485:2016

[5:3.1

Viamed Ltd
ISO13485:20106

6.2

|
‘\./i.umul I.l(iiw
ISO13485:2010
0.3

[necessary to perform these task

Responsibility and authority

Top management shall ensure that responsibilitics and
authorities are defined. documented and communicated within :
the organization.

Top management shall document the interrelation ol all
personnel who manage. perform and verify work affecting
quality and shall ensure the independence and authority

Human resources
Personnel performing work alTecting product quality shall be
competent on the basis ol appropriate education. training.
skills and experience.

The organization shall document the process(es) for
establishing competence. providing needed training. and
ensuring awareness ol personnel.

I'he organization shall:

a) determine the necessary competence for personnel
performing work affecting product quality:

b) provide training or take other actions to achicve or maintain
the necessary competence:

¢) evaluate the effectiveness ol the actions taken:

d) ensure that its personnel are aware of the relevance and
importance of their activitics and how they contribute to the
achievement of the quality objectives:

¢) maintain appropriate records of education. training.
and experience (see 4.2.5).

NOTE
proportionate to the risk associated with the work for which
the training or other action is being provided.

skills

I'he methodology used to check elfectiveness is

[Infrastructure
|The organization shall document the requirements for the
linfrastructure needed to achicve conformity to product
requirements, prevent product mix-up and ensure orderly |
handling of product. :
Infrastructure includes. as appropriate: '
a) buildings, workspace and associated utilities:

b) process equipment (both hardware and soltware): ‘
¢} supporting services (such as transport. communication. or
[information systems). |
The organization shall document requirements for the
maintenance ac

ities
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Viamed [.td

1SO13485:2016

i(\rl,]

[Viamed Lid

[ISO13485:2016

6.4.2

Viamed Lid

ISO13485:20106

8.2.4

'Work environment ‘

laudited. as well as the results of previous audits. The audit

Imaintenance activities. when such maintenance activitics, or |
llack thereof. can aflect product quality. As appropriate. the ‘
requirements shall apply to equipment used in production. the
control of the work environment and monitoring and
measurement.

Records of such maintenance shall be mamtained

The organization shall document the requirements for the \\'uri\‘
environment needed to achieve conformity to product
requirements. |
(11" the conditions for the work environment can have an

adverse elfect on product quality. the organization shall
document the requirements for the work environment and the
procedures 1o monitor and control the work environment.

[ The organization shall:

a) document requirements for health. eleanliness and clothing
ol personnel if contact between such personnel and the product
or work environment could affect medical device salety or
[performance:

b) ensure that all personnel who are required to work
temporarily under special environmental conditions within the
work environment are competent or supervised by a competent
person.

[NOTE Further information can be found in 1SO 14644 and
[1SO 14698

Contamination control \
As appropriate. the organization shall plan and document |
arrangements for the control ol contaminated or potentially ‘
‘contaminated product in order to prevent contamination of the |
work environment. personnel. or product.

For sterile medical devices, the organization shall document
requirements for control of contamination with
microorganisms or particulate matter and maintain the required
ccleanliness during assembly or packaging processes.
Internal audit

The organization shall conduct internal audits at planned
lintervals to determine whether the quality management
[system:

a)y conforms to planned and documented arrangements.
requirements of this International Standard. quality
management system requirements established by the
lorganization. and applicable regulatory requirements:

[b) is cllectively implemented and maintained.

I'he organization shall document a procedure to deseribe the
responsibilities and requirements for planning and condueting
audits and recording and reporting audit results.

An audit program shall be planned. taking into consideration
[the status and importance of the proeesses and area to be
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Do HSE Audit, Audit No 19.

process. Auditors shall not audit their own work.,

maintained (sce 4.2.5).

of verilication results.

JHDLE

Records ol the audits and their results. including identilication
of the processes and arcas audited and the conclusions. shall be

The management responsible for the arca being audited shall
iensure 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 verification of the actions taken and the reporting

criteria, scope. interval and methods shall be delined and '
recorded (see 4.2.5). The selection of auditors and conduct of
audits shall ensure objectivity and impartiality of the audit .

FFurther information can be tound in 1ISO 1901 1.

Send out HSE Personnel Questionnaire, and the HSE DSE Personnel Questionnaire and
reissue message of the day reminding users all HSE Documents are available in Intrastats.

UESTION:

Y/N

1 Review Last vears Audit. Update processes il required. /\),H’Mlntj
Are all follow on Issue resolved satisfactory, m.l,g{_,,v\o,{gﬂﬁ \/

2 | Cheek that personnel are aware of the company™s 11 & S policy. w\/

3 Is the policy readily aceessible? Intrastats N./.fy

4 | Check that new personnel have undergone induction checklist. 7/

= “ NS . > . - T

5 | Verily that existing personnel are still aware of locations for -## 20,07 go W .
First aid and Fire extineuishers & exit routes. Task 12, U

6 | Cheek that documentation, data sheets and speces ete. for our Sce lechnieal
new products / services equipment are reviewed for 1T & S controller for the list 7/
implications. __* C{’ o /
This relates to Medical Products only. Sce Technical controller /NC e (
for the list.

7 | Check that personnel know where to retrieve information from | Intrastats b va N/A

8 By

the company manual. #Z 7 ELL

8 | Check that the First aid accident book is reviewed and any ]

‘ : fhe Tt e e : #’Z(’.,(,gésv 7/
action required is taken and recorded. Task 287,

9 Verily that risk assessments are being carried out in a timely Intrastats E N{A
manner. Task 12, ZHT S0 /

10 | Check that the Risk Assessment / Health and Salety report Apdit 13 8(-)‘// >/
produced. detail all corrective actions required. Task 12. : [ L{—C/-Z

11| Verily that the corrective actions are completed on time. y
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Verity that these sheets are liled accordingly

Intrastats and Audit
[ile

Aonds mehc

13 | Verify that any hazardous products are safely contained in
storage. Check Chemicals cupboard. R+D room and workshop.

7

Sub Processes Linked to Audit

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

timely manner.

List Processes Per Title

'Managing Director

Proceisey
is done at same time as primary server ’L?Jt'l‘??
PROCESSID 49 415
Fnsure Viamed Will is operational Managing
ZL,? Director
415
¢ T™Managing
YDirector
PROCESSID 5903 413
To record the daily barometric pressure Managing
Director

(02
PROCESSID 50
Backup Internet Connection

26¢!

2%% F
267 f s

(]
02/08/2022

]

Process Scope Roll Task Roll Audit Risk Action
PROCESSID 39 46 I'req | Task 12M
Ensure our Viamed Environment and — Company I | Risk 2
WEEE Policys are upto date and Seeretary ié% / Overall 2
isuitable for current legislation
PROCESSID 7741 47 ,6\1/ Ireg 1 Task 12M
Review the current Lithical Policy in Company /L’g') l/ Risk 1
mtrastats Seeretary Overall 1
IT Controller
Process Scope Roll Task Roll Audit Risk Action
PROCESSID 45 139 247 Ireq3  Task 1M
Check the status of the Main Server Olfice Zé> 1/ Risk 3

Processes Overall 9
PROCESSID 46 454 455 %067%&'11 1 Task 2W
|Check the status of the Backup Server.  Ollice CompanylV” Risk 3 Audit 12M

Secretan Overall 3

-

7
416 ’Léuiu req |
Risk 1
Sceretary  Overall |
16 260 LI-_TI-'r'cL; 3
Company l/]{isk I

Sceretary Overall 3

lask 1M

Company Audit 3M

Task 1M
Audit 3M

414 Freqg4  Task TW

Managing  Risk 1 Audit TM

Director Overall 4
il g
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Maintenance Controller

Process Scope

PROCESSID 56
(Check the Boiler system before winter

PROCESSID 5919
|Check outside drain 1s not BLocked

||’R()(‘|'lSSIl) 5921

|Check the Archives [or Signs of Water,
lensure the pump is working
[PROCESSID 7120

[Review any General Maintenance
required on the physical Site(s)
PROCESSID 7742

‘Get Boiler / Heating Checked /
before Winter

PROCESSID 7750

\Check Carbon Monoxide Alarm is
lworking

[PROCESSID 7820

The renewal of our waste transfer
agreement with North Yorkshire County
Couoncil

PROCLESSID 7821

The renewal of our waste transfer
lagreement with our waste disposal
companics

PROCIESSID 7835

[To get the Electries cheeked by Fxternal
Electriction. so certificate can be
provided for Employee Salety
PROCESSID 7836

[Reset the Heating for Winter

Serviced

[PROCESSID 7864

[Check the workshop benches ESD
lequipment is in place

PROCESSID 7896

To Maintain the Tree in the Car Park

PROCESSID 7961
To Clean Tidy the rescarch and
development rooms

02/08/2022

Roll Task Roll Audit  Risk Action
83 257{.:-24' I'req | Task 12M
Company +e)’?“’|5' Risk |
Sccretary Overall 1
431 6’5’5(4—0 I'req 2 lask 3M
Company / Risk 1
Secretary Overall 2

33 ’ZQSZUé I'reg 2 Fask 1M
Company Risk 1
Seceretary Overall 2
602 50 I'req 2 Task 3M
g‘mnpum ’Zégjl/é Rli.:;\l | e
Secretary Overall 2
7 169 Freq 1 [Task 12M
Companm 765 Risk 1
Secretary (/\ mms Overall 1
117 o breq 2 Task oM
Company Ra 7'9 Risk 1
Seeretary Zé > Overall 2
702 Freq | Task 12M
Company Risk 2
Seerctary é7 l/ Overall 2

7 >‘f %

701 I'req | Task 12M
Company ZQ_@K({.% Risk 2
Seeretan Overall 2
164 - 7 IFreq 1 Task 48M
Managing /S ?S-lﬁ/ Risk 1
Director Overall 1
N,l/"// I’ reg |

/ Risk 1

Overall 1
04 Zbu'o("’(‘(’ 95 'l';& L'% req 2 Task 6M
Production Office Risk 1 Audit 12M
Processes Processes  Overall 2
829 ZGL,.OZT I'req | Task 3M
Company / Risk 3
Secretary Overall 3
540 'T} 1058 Freg | Task 1TW
Production / Managing  Risk | Audit IM
Processes Director Overall 1
26119
i frms
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PROCESSID 7999
To review the physical buildings health
\and saftey, and fire risk assessments.

‘Health And Safety Controller

Process Scope

[PROCLESSID 6849

[To make sure we have a qualified
Imember of staff trained in First Aid at
'Work. With the training up to date.
Review the accident book. Cheek that
[there were no health and safety issues
flageed up from these.

PROCESSID 6855

Update the Site HSI file. Ensure stalf
are aware ol this and the location of
HSE equipment

PROCESSID 6856

To ensure the fire alarms. MPC (manual
call points). fire extinguishers and
emergency lights are all in place.
working and tested regularly. The log
hooked filled in.

[Tested by Keybury (alarms and
lemergency lights) annually and Airedale
Fire protection (Fire extinguishers)
annually.

Lvacuation Drills to check stalT
readiness.

PROCESSID 7867

[This is a check Dist to ensure safe use ol
[the bandsaw

BANDSAW HAS BEEN REMOVIEED.
[PROCESS CAN BE CLOSED ¢
'TASKS CLOSED
[IPROCESSID 7868

I'his is a check Tist to ensure safe use ol
ithe Pillar Drill
IPROCIESSID 7869
[This is a check list to ensure safe use of

ithe Hand Drill

Task 24M
Audit 24M

req 1
Risk 2
Overall 2

- 576
7 >Oé’)lé/ 715 Z),/
1143 1144
Managing Company
Director Sceretary

Roll Task

712 2. ’5‘52 Eﬁ{ /[’rcq 1

Company
Seeretary

2 = (L0EE
( ‘um]%ll_\
Secretary

52
Company
Seeretary

253

786

.15
787 7/57
Production
Processes
788

Production

520K

Roll Audit

0
W

95>

25
T
R4

Risk Action
Task 12M
Risk 3

Overall 3

I'req 1 Task 12M
Risk 1

Overall

Ireq | Task 6M
Risk 3

Overall 3

I'reg 1
Risk 1

Overall 1

Ireq 1 Task 6M
Risk 3
Overall 3
I'req 1 Task 24M
Risk 3

IPROCLESSID 7891

|To test the evacuation pl the

lin case of fire
PROCLESSID 7928

Processes cé

14126757
,-d&mp;m_\ t
Secretary

609

uf?é{éf

02/08/2022

_Op@rall 3
952 15/(1'5 cq |
Managing  "Risk 3
Director verall 3
953 -—z,gasfw, !
nfome
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To Test the Fire alarm glass boxes

IPROCESSID 7929
The regular review of the imergency
{Lighting And Fire Extinguishers.

[Warehouse Team Leader

[Process Scope

PROCLESSID 54

IBleeeh the Gents Toilets

PROCESSID 5906

[Emptying of the recyeling and waste
|bins into external bin for refuge
icollectors

[PROCESSID 5907

Cleaning of floors. Tidying so as to
[clean more effectively.
PROCESSID 5908

[Cleaning of Toors. Tidving so as to
iclean more clfectively.

PROCESSID 5909

Goods Out

954
Gioods ()ul

LT

Roll [lw;(]:O
l"w v
Goods In

541

(rnnd\‘ﬂ)

\I mptying ol the waste bins into external|Goods In ol

\bin for refuge collectors
PROCESSID 3910
Cleaning of duckets

PROCESSID 5911

To remove and dispose of the cardboard

‘with in the company
PROCESSID 7687

Collecting, cleaning and returning
Iduckets to Vandagraph.
PROCESSID 7698

Cleaning of surfaces. equipment. {loors.
Tidying so as to clean more elfectively.

Human Resources

[Process Scope

[PROCIESSID 7847
[Perform HSE Risk Assessment.

Company
Secretary

Risk 1
Overall 1

1933 2575 Rrgad

Company
Seeretary

\r\ J(-e_rV\S

Roll Audit

b5 €7

Company
Secretary
424
Mlice

I\l\ Er

Overall 3

Risk

['reg 3
Risk 1
Overall 3

I'req 1

Qisk 1
I’mccwcrq Overall |

543 424 ’bﬁ req |
Goods ln3 OIh¢e l/Ri\l\ ]
’Lﬁ/ﬂJ Processes  Overall |
423 "ﬂal'rcq 1
(mmla %7/ ()mcc v Risk 1
267> Processes  Overall |
542 424 26_65‘7}1-1“! 1
v Office Risk 1
'Z,L" Processes  Owverall |
426 424 166’57? Ireq |
Goods In_ o Officc ¢ Risk 1
2 My i Processes  Overall |
427 424 ¢ (73 Ireq |
Goods In Olfice / Risk 1
o LV g1Y processes  Overall |
488 Freg 1
Goods In & v Risk 1
267 60 Overall 1
303 I'req |
Goods In y Risk 1

el

Roll Task

24018 o/
i'ﬁ

Company
Seeretary

02/08/2022

gfo‘f (A "ef-’m

‘Roll \uthl
206177
1071
Managing
Director
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Overall 1

|}I§|\

Ireq |
Risk |
Orverall |

Audit 12M

Task 1M

Audit 12M

Action

Task 1M

Audit TM

Task 1W
Audit 1M

Task TW

IAudit 1M

Task 1W
Audit 1M

Task 1W
Audit 1M

Task IW
Audit 1M

Task 2W
Audit IM

Task 1W

Task 3W

Action

Task 12M
Audit 12M
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Re issue Message of the Day or send
company issue with regard to
Employees being aware ol HSE
documentation / policy.

and Location of Fire Exits and First Aid

;Kils.

‘Send new Issue to Projects Asking il
New HSLE implications have arisen [rom
new products.

Review Online the Local Community
Risk Register.

Check the Viamed Overall Risk
‘Analysis Program Document in the
Index 1o cheek its still current.
PROCESSID 7982

To Check online and see if there have
‘been any changes to Minimum wage or
employment law wee need 1o be aware
of.

Data Protection Officer

[Process Scope

PROCESSID 7910

‘To check the signs we have are
lappropriate. clear and positioned in the
correct

PROCESSID 7911

Review Sceurity Of The Special
[Category Personal Data

‘Audits

Process Scope

[PROCESSID 7729

To carry out Audit 19 Tealth Ang
Salety Viamed h
[PROCLESSID 7777

‘To carry out Audit 19 Health And
[Safety VST

02/08/2022

ors

T

1107 1109
Company Muanaging
Secretary 9 Director
25‘20((' s pe’

Roll Task Roll Audit
910 2}(;’56 ?
Company ¥

Sceretary

911 z‘S?é‘_//z

Company
Seerctary

Roll Task Roll Audit
2675715
Company
Seeretary
186
Company
Sceretary

2’6‘797‘9
f;.;
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Ireg 1

Risk 1

+ Overall 1

e €

Risk

lreq |
Risk 1
Orverall |

Freg 1
Risk 2
Overall 2

Risk

I'req 1
Risk 2
Overall 2
I'req 1
Risk 2
Overall 2

Task 12M
Audit 24M

Referenced
Action m

Document
lask 12M

Task 12M
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Office Processes

Process Scope

PROCESSID 5853

Linsure customer facing arcas arc
vacuumed

PROCESSID 5856

to ¢lean the kitchen. work tops and
[Toor, make sure it is safe [or people to
use

PROCESSID 5878

Emptying of the recyveling and waste
bins into external hin for refuge
collectors

PROCESSID 5900

Cleaning of surfaces. cquipment. [oors.
Tidying so as to clean more elfectively.
PROCLESSID 5912

To put the reeyeling bins out

PROCTSSID 7706

Updating ol anti-virus soltware and
scanning computers for viruses
PROCLESSID 7802

Cleaning the kitchen surfaces to ensure
they are (it for use

PROCESSID 7803

To ensure crockery and cutlery is

cleaned and fit for use

PROCESSID 7804

To sweep the kitchen Toor and clear
and mess ready for mopping
PROCESSID 7805

Emptying of the recyveling and waste
bins into external bin for refuge
collection

Diasbled currently - have Global task on
bins

PROCLESSID 7806

To water the plants and ensure their
survival

PROCESSID 7910

I'o cheek the signs we have are
appropriate, clear and positioned in the

2022

02/08/202

Roll Task Roll Audit
2 LSEY)
243 373

Company
Secretary
227 373

Company

Risk

Ireq 1
Risk 1
Overall 1
I'req 1
Risk 1

H'L‘ct'ctur\? Overall 1
2650
225 532 Ireq 1
Oflhce Risk 1
P in}lz:su 2% b {—UNS Overall 1
393 17 394 2655 ke 3
Ofic™™ - Company  Risk |
Processes Sceretary Overall 3
107 v I'req 3
Goods Out Risk 1
100US “"‘H Risk

247

Overall 3

519 76 I'req 2
()['“L‘t.' (“'7&{/ Risk 2
Processes Overall 4
655 167(;551 656 2 (6&6Mreq |
Ofllice Olfice v Risk |
Processky F?f’mcc-\‘ww Overall 1

657 bﬂc"} (\\\ﬂlééz !93] req |
Offict Office ¥ Risk 1
Processes Processes /“\\I.l“ 1
659 1 662 bqgfsl-'n:q |
’LL‘?c’l ('nlnp;ln_\[/.l{i\k I
o {_U(""s' Sceretary Overall 1
225 661 I'reqg 1
OlTice Risk |
P lmu\pr-s Overall 1
7 6
<9
o63 L1 loca Freg |
Company Risk |
Seerctary Overall 1
910 I'req |1
Company Risk |
Sceretary Overall 1
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Audit

Audit

Action

Task 1W

Audit 1M

Audit TM

lask TW

['ask 1M

Audit 1M

l'ask 2W

lask TW

lask TW

Audit 2W

lask TW
M
[ask 1TW

[ask TW

|ZI.\|\ W

[ask 12M

W
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