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Review the below processes tasks and audits and ensure they are completed in a
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ISOS001:2015

8.1
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ISGS001:2015

§.3.1 General

VST Lud
ISGSG01:20

8.3.2

1
i

5

timely manner.

Operational planning and control
The organization shall plan, implement and control the
processes {see 4.4) needed to meet the requirements for the
provision of products and se;z‘v ces, and to impiement the
actions determined in Clausg 6, by:
a) determining the requiremEnts for the products and services;
b) establishing criteria for: © |
1) the processes; \
2) the acceptance of produgts and services;

¢) determining the resourdes needed 1o achieve conformity to
the product and service fequirements;
d) implementing contro! of the processes in accordance with

the criteria;
) determining
mformancn t
1) 10 have co
as planned;

, maintaining and retaining documented
the extent necessary:
nfidence that the processes have been carried out

2) to demonstrate the conformity of products and services to
their requiremenis.

The output of this planning shall be suitable for the
organizaiions operations.

The organization shall control planned changes and review the
consequences of unintended changes,

taking action

to mitigate any adverse effects, as necessary.

The organization shall ensure that outsourced processes are
controlied {see 8.4).

The crganization shall establish, implement and maintain a
design and development process that is appropriate 16 ensure
the subsequent provision of products and services.

Design w& development planning

In determim

development,

a) the nature,
development

ng the stages and controls for design and
the organization shall consider:

duration and complexity of the design and
activites;

b} the reguired process stages, including applicable design and

development

reviews;

5

¢) the required design and development verification and
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834

validation activities;
d) the responsibilities and authorities involved in the design
and development process;
¢) the internal and external resource needs for the design and

abveiopmem of products and services;
f) the need to control interfaces between persons involved in
the design and development process;
g) the need for involvement of customers and users in the
design and development process;
h) the requirements for subsequent provision of products and

ervices;
i) the level of control expected for the design and
development process by customers and other relevant
interested parties;
j) the documented information needed 1o demonstrate that
design and development requirements have been met.
Design and development inputs
The organization shall determine the requirements essential
for the specific types of products and services to be designed
and developed. The organization shall consider:
a) functional and performance requirements;
h) information derived from previous similar design and

veiopment activities;

) tatutory and regulatory requirements;

i) st andaras or codes of practice that the organization has
coramitted to implement;
e) potential consequences of failure due to the nature of the
products and services.
Inputs shali be adequate for design and development purposes,
complete and unambiguous.
Conflicting design and development inputs shall be resolved.
The organization shall retain documented information on
design and cevelopment inputs.

Design and development controls

The organization shall apply controls 1o the design and
development process to ensure that:

a) the results to be achieved are defined;

b) reviews are conducied to evaluate the ability of the results
of design and development to meet requirements;

c) verification activiiies are conducted to ensure that the
design and development outputs meet the

input rec‘“'*”‘ ments;

d) valid activities are conducted to ensure that the

13/01/2021 Page 2 of 12
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resulting products and services meet the

requirements "or the speciiied application or intended use;
€) any necessary actions are taken on problems determined
during the reviews, or verification and validation activities;
1) documented information of these activities is retained.
NOTE Design and development reviews, verification and
validation have distinct purposes. They can be conducted
separately or in any combination, as is suitable for the
products and services of the organization.

VST Ldd Design aind developiment cutputs
1SC9001:2015  The organization shall ensure that design and development
8.3.5 outputs:

a) meet the input requirements;
b} are adequate for the subsequent processes for the provision

of products and services; D@,?(“Sq

¢) include or reference monitoring and measuring

requirements, as appropriaze, and acceptance criteria; \/\C/&/)J

d) specify the characteristics of the products and services that Y
are essexntial Tor their intended purpose and their safe and Do N

proper provision. ng}uh

The organization shall retain documented information on

design and development outputs.

VST Lid Desigr and development changes

ISG%001:2015  The organization shall identify, review and control changes

8.3.6 made during, or subsequent to, the design and development of (A Xf"/ Q»r/ ‘\/)
products and services, 1o the extent necessary 1o ensure that /
there is no adverse impact on conformity o requirements. D oC X
The organization shall retain documented information on:
a) design and development changes; DU., [
b) the results of reviews;
¢) the authorization of the changes;
d) the actions taken 1o prevent adverse impacts.

VST Lud Contreil of production and service provision
ISGS001:2015  The organization ;saaf -mplement produciicn and service
8.5.1 provision under controlied conditions.

Controlied c\;rd ions shall include, as applicable:

a ,. the avaiiability of do cumented information that defines:
1) the characteristics of the products to be produced, the

services 10 be provided, or the activities 1o be performed;

2) the resulis 1o be achieved;

b) the availavility and use of suitable monitoring and

MEasuring resources;

¢) the iraplementation of monitoring and measurement

13/61/2021
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Viamed Ltd
1S013485:2016
4.2.3 Medical
device file

Viamed Lid
ISGC13485:2016
7.1

activities at appropriate stages to verify that criteria for control
of processes or outpuis, and acceprtance criteria for producis
and services, have been met;

) the use of suitable infrastructure and environment for the
operation of processes;
¢) the appointment of competent persons, including any
required gualification;
f) the validation, and periodic revalidation, of the ability ¢
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 posi-delivery
activitie

w

Documentarion requirements

For each medical device type or medical device family, the
organizazion shall establish and maintain one or more files
either containing or referencing documents generated to

demonstrate conformity with the requirement of this b /C In
International Standard and compliance with applicable At
regulatory requirements. ?(_(‘7 ce )

The content of the file(s) shall include, but is not limited to: )@VSW
a) general description of the medical device, intended L~

use/ pUrpose, an anel’nng, including any instructions for use; Dﬂ/&( C\ A
b) speancanom for product; .

¢) specifications or procedures for manufacturing, packaging, V\UC@IQ

siorage, handling and distribution;
d) procedures for measuring and monitoring;
€) as appropriate, requirements for installation;
f) as appropriate, procedures for servicing.
Planning of procuct realization
The organization shall plan and dcveiop the processes needed
for product realization. Planning of product realization shall
ith the requrements of the other processes of QQ/& ( % ~
t system. The organization shall
document one or more processes for risk management in Ve,

product realization. Records of risk management activities )
A L A ma ~ L
shall be maintained (see 4.2.5). OO‘C o

oe
In plannin 3reduct alization, the organization shall
detemi;-e the ollowing, as appropriate:

v ves a nd requirements for the product;
} the need w c:>§ .biish processes and documents (see 4.2.4)
and 1o provide resources specific w the product, including

e
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infrastructure and work environment;
¢) required verification, validation, monitoring, measurement,
inspection and test, handling,
storage, distribution and traceability activities specific to the
product together with the criteria for product acceptance;
d) recorcs needed to provide evidence that the realization
processes and resulting product meet requirements (see
4.2.5).
The output of this planning shall be documented in a form
suitable for the organization’s method of operations.
NOTE Further information can be found in ISO 14971.
Viamed Lid General
IS0O13485:2016 The organization shall document procedures for design and D&/?D
7.3.1 development DOC s
Viamed Ltd Design and deveiopraent files
ISO13485:2016 The organization shall maintain a design and development file
7.3.10

Viamed Ltd
IS013485:2016
732

Viamed Lid
IS0O13485:2016

file shall include or reference records generated to
demonstrate conformity to the requirements for design and
development and records for design and development
changes.

Desigr and develspment planning

The organization shall plan and control the design and

development of product. As appropriate, design and e W}_

for each medical device type or medical device family. This X
Do i

development planning docurnents shall be maintained and
updated as the design and development progresses. /b@ W1 U“v
During design and development planning, the organization .

e & } 5 5 N
shall document: ‘Q@)? [ SO

a) the desigr and development stages;

b) the review(s) needed at each design and development uy b(‘/ C
siage; 7 6?75
¢) the verification, vaiidation, and design transfer activities Wl

development;

¢) the methods to ensure traceability of design and
developmer:t outputs to design and developraent inputs;

f) the resources needed including necessary competence of
personne!

Design and developrent inputs

Inputs relating o product requirements shall be determined
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733 and records mainta ned (see 4.2.5). These

Viamed Lid
IS013485:2016
7.3.4

Viamed Lid
IS0O13485:2016
735

Viamed Lid

3

inputs ahm Z ude
a) functional, neno rmance, usability and safety requirements,
according to the intended use;

b) applicavle regulatory requirements and standards;

¢) applicable OquuL(>) of risk management;

d) as appropriate, information derived from previous similar
designs;

¢) other requirements essential for design and development of
the product and processes.

These inputs shall be reviewed for adequacy and approved.
Requirements shall be complete, unambiguous, able to be
verified or validated, and not in conflict with each other.
NOTE Further information can be found in IEC 62366-1.
Design and developreent cutputs

Design and devdopme it cutputs shall:

a) meet the input requirements for design and development;

L
}
uid

b) provide appropriate information for purchasing, production DO c Cl 7,6/)(‘

and service provision;

¢) contain or reference product acceptance criteria;

d) specify the characteristics of the product that are essential
for its safe and proper use.

The cutputs of design and development shall be in 2 form
suitable for verification against the design and development
inputs and shall be approved prior to release

Recordas of the design and development outputs shall be
maintained {(see 4.2.5).

Design and dev opmem‘ review

At suitable stages, systematic reviews of aqun and
development waL be performed in accordance

b

wnb planned and documented arrangements to: ﬂ( ey

a) evaluate the ability of the resuits of design and

development {o meet requirements; /‘/UQ/Q’ J‘\’“ '/SS

b) identify and propose necessary actions.
Participants in such reviews shall include represenia
functions concermed with the design and
development stage being reviewed, as well as other specialist
personnel.

Recoras of the results of the reviews and any necessary
actions shall be maintained and include the

identification of the design under review, the participants
invelved and the date of the review (see 4.2.5).

=4

b

Desigrn and d

5;2

elopraent verification

3/61/2021

g

age 6 of 12




Internal Audit Check list
Design
Created: | 17/May 1995 Zudit No 03 VOP 17
Revised: 13 January Page 7 of 12
2021
Audit Date Auditor

1SG13485:2016 Desigr and development verification shall be performed in
7.3.6 accordance with planned and documented arrangements 1o

ensure that the design and deveiopment outputs have met the

design and dg,v lopment input requirements. w’, A @bbm

The organization shall document verification plans that 5 S

include methods, acceptance criteria and, as appropriate,

statistical rechniques with rationale for sample size. 0 ot w

If the intended use requires that the medical device be u’J/WS

connected to, or have an interface with, other medical Y‘)N

device(s), verification shall include confirmation that the

design cutputs meet design inputs when so connected or

interfaced.

Records of the results and conclusions of the verification and

necessary actions shall be maintained {see 4.2.4 and 4.2.5).

Viamed Ltd Design and deveﬂpmm validation

IS0C13485:2016 Design and development validation shall be performed in N

73.7 accordance with planned and documented arrangements to D/Q)’\ OB
ensure that the resulting product is capable of meeting the \
requirements for the specified application or intended use. &{b‘/
The organization shall document validation plans that include /\/Q/%,
methods, acceptance criteria, and, as appropriate, siatistical O«/%Q/
technigues with rationale for sample size. (\/\ o
Desigr. validation shall be conducted on representative

o
modw‘f Representative product includes initial production (()L/\/\

units, baiches or their equivalents. The rationale for the choice
of product used for validation shall be recorded (see 4.2.5).
As part of design and development validation, th
organization shall perform clinical evaiuations or perfomnance
evaluations of the medical device in accordance with
applicablie reguiaiory requirements.

v medical device used for clinical evaluation or performance
evaluation is not considered 1o be released for use to the
customer.

If the intended use req aire* that the medical device be
conmecied uo, or have an interface with, other medical
device(s), validation shall include confirmation that the
requirements for the specified application or intended use
have been met when so connected or interfaced.

Validation shall be completed prior to release for use of the
product to the customer.

Records of the results and conclusion of vahda ion anc
necessary actions shail be maintained (see and 4.2.5).

Viamed Ltd Desigr and development transfer

13/61/2021 Page 7 of 12
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1S013485:2016 The organization shall document procedures for transfer of
7.3.8 design and development outputs 10 manufaciuring. These

Viamed Lid
1S013485:2016
7.3.9

Viamed Lid
ISO13485:2016
7.5.6

procedures shall ensure that design and development outputs
are verified as suitable for manufacturing before becoming
final production specifications and that production capability
can meet product requirements.

Results and conclusions of the transfer shall be recorded (see
4.2.5}.

Control of design and development changes

The organization shail document procedures to contro! design
and development changes. The organization shall determine

the significance of the change 1o function, performance, l /)")\(Bw >,\/u}>

usability, safety and applicable regulatory requirements for

the medical device and its intended use.
Design and development changes shall be identified. Before ’)0 C&%
implementation, the changes shall be: loC w

a) reviewed;

b) verified;

¢) validated, as appropriate;

d) approved.

The review of design and development changes shall include

evaluation of the effect of the changes on

constituent parts and product in process or already delivered,

inputs or ourputs of risk management and product realization

processes. Records of changes, their review and any necessary

actions shall be maintained (see 4.2.3).

Vaiidation of processes for produciion and service Dz)’ L\&_{\
provision 7
The organization shall validate any processes for production W
and service provision where the resuiting ourput cannot be or

is not verified by subsequent monitoring or measurement and,

as a consequence, deficiencies become apparent only after the M‘
product is in use or the service has been delivered. L /\4\(&5 '
Validation shall demonstrate the ability of these processes to

achieve pianned results consistently.

The organization shall document procedures for validation of

processes including:

a) defined criteria for review and approval of the processes;

b) equipment qualification and qualification of personnel;

¢} use of specific methods, procedures and acceptance

criteria;

d) as appropriate, statistical techniques with rationale for

sampie sizes

13/61/2021 Page 8 of 12
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&) requirements for records (see 4.2.5);

f) revalidation, inciuding criteria for revalidation

g) approval of changes to the processes.

The organization shail document procedures for the validation
of the application of computer software used in production
and service provision. Such software applications shall be
validated prior to initial use and, as appropriate, after changes
to such software or its application. The specific approach and
activities associaied with software validation and revalidation
shall b proportionate 1o the risk associated with the use of the
software including the effect on the ability of the product to
conform to specificat 10*15

Records of the results and conclusion of validation and
necessary actions from the validation shall be maintained {(see
42.4and 4.2.5).

QUESTION: RESPONSE: Y/
A4 i’ - i O[\l\ N
Review Last years Audit. Update processes if required. [NV atl/A%% S S W ST )
Are all follow on issue resolved satisfactory. \/
Technical File Reviewed ID: / >’/
cl U +o Clev)e_
3 Check that the final design responsibility is a Sole Authority. Top
management >/
VOP 17
Check that ail products zre C.E. marked and Viamed products have a file, | Initrastats
iemeol A /a«f;;/ bove ovon protlids
5 Pick 5 Products from the Files product st :’ :
1CK O rToQUCTs 1o i Sp < t i /\/A
Declaration on Conformance Certificates present /\/ A_

Verify that EMC testing has been identified where required.

__NA
N /A

Cj
( 3
S
)

Are the latest BS ISO MDD requirements are available List

Check that product classification is done to MDD principles. /\) A
Verify that each design was initiated from a job description & specification N A
Has each design has received a job number and a job progress form § N A
Verify the existence of a design documentation checklist. /\/ A
13 Check that estimated times have been noted. Electronic timing being introduced VA




Internal Audit Check list

Design
Created: 17/May 1995 Audit No 03 VOP 17
Revised: 13 January i Page 16 of 12
2021

Audit Date Auditor
14 Have final testing requirements, and test criteria, been identified /\/ /_\

15 Have concession notes have been raised on non-approved suppliers N A
16 Check that current status is identified on a regular basis. {\/ A
17 Verify that design reviews are undertaken and that records are retained /\/ A
18 Check that any amendments to design are logged N /L\
19 Check that design ourput records are verified against design input /\/ A
20 Does design verification comply with COP 16 - 7.7.1 - 4 /\} A
21 Check that clinicai trials have been carried out and relevant records retained /\/ A |
22 Verify that design validation has been carried out as required by form QC30 N A
23 Check that any design changes have been identified, recorded and approved N [é(
24 Check that CE files are compiete, correct and maintained /\) /\
25 | Are design components kept separate from stock and adequately stored N A
26 | Are design component stocks labelled /\} A
27 Check the existence of design compliance forms i N A
28 Check that these files are maintained

, / |
/s{— gupp/kl ol ]//C\(\/\_,QO( o OL(,\Cf}ﬁ
ist Processes Per Titie A v
Product Controiler '
Q Roll - . .
Process Scope Rolt Task N Risk Action Notes / Issues
Audit
PROCESSID 7043 Freq
: Risk

; " 7 Overall
PROCESSID 7645 50 Freg 1  Task
Check that no Products / Designs have changed  Managing Riski1 2M

significantly to warrant informing MDD / Bsi/  Director ‘Overall 1

CMDCAS or any other related Body. First Check 21 105%

13/61/2021 Page 10 of 12
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the Stockbox -> QA Fails Review (Slow Page) in
case there are any producis that have a New
repair code that requires a risk assesment Carry
out the Technical File PMS Form for Each OBL
and Viamed Product Using procedure
VM3COP27.11. See VM_n, P18
PROCESSID 7647 Freg
Risk
Overall
ISO Contretier '
o o Rolt e .
Process Scope Roll Task Audi Risk ‘Action Notes / Issues
-4
PROCESSID 5887 235 / Freq2  Task
To Keep Products and Services up-to date with  Managing Risk2 3M
current regulations and standards Director Overall 4
Marketing Controller Lootl
< T Roll . o Ny
Process Scope Roll Task Audit Risk ‘Action Notes / Issues
PROCESSID 6942 Freg
Organsiation of the process of actual marketing Risk
campaings etc.. Overail
PROCESSID 7173 Freq
Making the Promotional Maerial leaflets eic.. Risk
Overall
Accounts Processes
o | - Roil . L
Process Seope Roll Task ", Audit Risk Action  Notes / Issues
PROCESSID 7919 928 929 4 Fregl  Task
send a report to John of what is happening with  Company 7 OUSTRisk 1 IM
the debtors from the last month, include problems Secretary Overall 1 Audit
and payments due. 720 5%l oM
Can add to issue and redirect
Aadnts
o - Rolt e C e ]
Process Scope Roll Task Audit Risk ‘Action  Notes / Issues
13/61/2021 Page 11 0f 12
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PROCESSID 7716 22 rregl  Audit
To carry out Audit 03 Design Control Viamed Compan Risk2  12M C
V Overali 2 (\S \/
Secretar ' i\ C}‘F
PROCESSID 7764 193 Freg1  Audit
To carry out Audit 03 Design Conirol VST ' Compan Risk2  12M
y Overall 2
Secretar 2
y
Design Products
Process Scope Roll Task Audit Risk Action Notes / Issues
PROCESSID 42 ; Freg
Risk
Overall
13/061/2021 Page 12 of 12




