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Documentation control is being moved from a paper system to Intrastats

Many of the questions asked are now superfluous as the checks are carried out automatically.

and recorded automatically. The hard copies are being replaced and Archived.

Auditor Comments /|

‘Company / ISO |Criteria of ISO Section Tesizes
Section 3
VST Ltd When a nonconformity occurs, including any arising from complaints, |
1S09001:2015 [the organization shall:
10.2.1 'a) react to the nonconformity and, as applicable:
1) take action to control and correct it;
|2) deal with the consequences; ‘
}b) evaluate the need for action to eliminate the cause(s) of the VA l\/7/» &/”"4 S
'nonconformity, in order that it does not recur or occur elsewhere, by:
1) reviewing and analysing the nonconformity;
2) determining the causes of the nonconformity;
3) determining if similar nonconformities exist, or could potentially
occur;
¢) implement any action needed;
'd) review the effectiveness of any corrective action taken;
'e) update risks and opportunities determined during planning, if
necessary;
f) make changes to the quality management system, if necessary.
\Corrective actions shall be appropriate to the effects of the }
‘ inonconformities encountered. ‘
iVST Ltd 'The organization shall retain documented information as evidence of: B“—
1S0%001:2015  |a) the nature of the nonconformities and any subsequent actions taken; 666
110.2.2 b) the results of any corrective action. 1 ¥
VST Lid Continual improvement
ISO9001:2015 | The organization shall continually improve the suitability, adequacy
110.3 \and effectiveness of the quality management system. L [SSLeA
| The organization shall consider the results of analysis and evaluation, | e
and the outputs from management review, to determine if there are ;/\,\ﬂ/\ m?l—(%
needs or opportunities that shall be addressed as part of continual ‘
‘improvement. /LZ Wewy
VST Lid 'Quality management system and its processes ‘
ISO9001:2015 |The organization shall establish, implement, maintain and continually
441 ‘improve a quality management system, including the processes needed

‘and their interactions, in accordance with the requirements of this
\International Standard.

'The organization shall determine the processes needed for the quality
|management system and their application throughout the organization,
and shall:

a) determine the inputs required and the outputs expected from these
processes;

|b) determine the sequence and interaction of these processes;
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’c) determine and apply the criteria and methods (including monitoring, |

'measurements and related performance indicators) needed to ensure the |

effective operation and control of these processes;

d) determine the resources needed for these processes and ensure their |

vl ) st
e) assign the responsibilities and authorities for these processes; ‘ Q 841« |
f) address the risks and opportunities as determined in accordance with | X

the requirements of 6.1; ‘

) evaluate these processes and implement any changes needed to0

\ensurc that these processes achieve their intended results;

'h) improve the processes and the quality management system

'VST Ltd
1S09001:2015
442

uality management system and its processes ?
Quality manag y Lits i CESE e ve 4, v
'To the extent necessary, the organization shall: |
'2) maintain documented information to support the operation of its ‘
\processes; ‘

'b) retain documented information to have confidence that the processes
\are being carried out as planned. i

VST Ltd
11S09001:2015

15.1.1
\

‘General |
'Top management shall demonstrate leadership and commitment with
irespect to the quality management system by: ' e

\a) taking accountability for the effectiveness of the quality management} NS

'system; ; i *&

'b) ensuring that the quality policy and quality objectives are established N \/v\ 5’\,&\/

for the quality management system and are compatible with the context i

\and strategic direction of the organization; |

©) ensuring the integration of the quality management system ‘ Vm‘,‘ P W’{
rrequirements into the organization’s business processes; |

'd) promoting the use of the process approach and risk-based thinking; e

e) ensuring that the resources needed for the quality management | W =l

system are available; ?

f) communicating the importance of effective quality management and

of conforming to the quality management system requirements; }

g) ensuring that the quality management system achieves its intended |

results;

h) engaging, directing and supporting persons to contribute to the

leffectiveness of the quality management system;

i) promoting improvement;

j) supporting other relevant management roles to demonstrate their

leadership as it applies to their areas of responsibility.

NOTE Reference to “business™ in this International Standard can be

interpreted broadly to mean those activities that are core to the purposes,

of the organization’s existence, whether the organization is public,

private, for profit or not for profit.

VST Ltd
1809001:2015
522

Communicating the quality policy "~

'The quality policy shall: \’)ac' v \/646
a) be available and be maintained as documented information; b) be Wt
communicated, understood and applied within the organization; "
c) be available to relevant interested parties, as appropriate.

VST Ltd
1S09001:2015
16.2.1

The organization shall establish quality objectives at relevant functions,
\levels and processes needed for the quality management system.

The quality objectives shall:

a) be consistent with the quality policy;
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b) be measurable;
'¢) take into account applicable requirements;
d) be relevant to conformity of products and services and to
'enhancement of customer satisfaction;
¢) be monitored;
) be communicated;
g) be updated as appropriate.
'The organization shall maintain documented information on the quallty
objectives

(~ 7(/%&}“7&

VST Lid
ISO%001:2015
6.3

Planning of changes

|When the organization determines the need for changes to the quality
management system, the changes shall be carried out in a planned
manner (see 4.4).

The organization shall consider:

a) the purpose of the changes and their potential consequences;

b) the integrity of the quality management system;

¢) the availability of resources;

d) the allocation or reallocation of responsibilities and authorities.

%l{W&W

VST Ltd
1S09%001:2015
7.13

Infrastructure ‘
\The organization shall determine, provide and maintain the
infrastructure necessary for the operation of its processes and to achleve
‘conformity of products and services.

\NOTE Infrastructure can include:

'a) buildings and associated utilities;

b) equipment, including hardware and software;

\c) transportation resources;

\d) information and communication technology.

A sheh

proage et
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'VST Lt
1S09001:2015
17.1.5.2

J;Measurememt traceability

'When measurement traceability is a requirement, or is considered by
'the organization to be an essential part of providing confidence in the
\validity of measurement results, measuring equipment shall be:

wa) calibrated or verified, or both, at specified intervals, or prior to use,
‘agamst measurement standards traceable to international or national
'measurement standards; when no such standards exist, the basis used
for calibration or verification shall be retained as documented
‘information;

|b) identified in order to determine their status;

\¢) safeguarded from adjustments, damage or deterioration that would |
\invalidate the calibration status and subsequent measurement results.
fThe organization shall determine if the validity of previous \
‘measurement results has been adversely affected when measuring ;
lequipment is found to be unfit for its intended purpose, and shall take
\appropriate action as necessary.

PRV Ve

VST Lid
1S09001:2015
7.1.6

Organizational knowledge
'The organization shall determine the knowledge necessary for the

\operation of its processes and to achieve conformity of products and DcL
Iservices. | @b@ﬁ
'This knowledge shall be maintained and be made available to the extent| (Y
Inecessary.

'When addressing changing needs and trends, the organization shall
\consider its current knowledge and determine how to acquire or access
\any necessary additional knowledge and required updates. |
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NOTE 1 Organizational knowledge is knowledge specific to the !
organization; it is generally gained by experience. It is information that |
is used and shared to achieve the organization’s objectives.

NOTE 2 Organizational knowledge can be based on: 3
a) internal sources (e.g. intellectual property; knowledge gained from ‘
experience; lessons learned from failures and successful projects;
capturing and sharing undocumented knowledge and experience; the
results of improvements in processes, products and services);

b) external sources (e.g. standards; academia; conferences; gathering
knowledge from customers or external providers)

VST Ltd
1S09001:2015
7.4

Communication

7.4 Communication

The organization shall determine the internal and external
communications relevant to the quality management system, including:
2) on what it will communicate;

b) when to communicate;

¢) with whom to communicate;

d) how to communicate;

¢) who communicates.

"o sk

VST Lid
1S09001:2015
7.5.1

General

17.5.1 General

The organization’s quality management system shall include: 1
'a) documented information required by this International Standard; |
‘b) documented information determined by the organization as being b w&o
necessary for the effectiveness of the quality management system. } s

NOTE The extent of documented information for a quality !

'management system can differ from one organization to another due to: |

'— the size of organization and its type of activities, processes, |
'products and services;

— the complexity of processes and their interactions; 1
— the competence of persons. ‘

iVST Ltd
1809001:2015
752

Creating and updating
|7.5.2 Creating and updating
'When creating and updating documented information, the organization
'shall ensure appropriate: i

'2) identification and description (e.g. a title, date, author, or reference Do Q"M
number)

'b) format (e.g. language, software version, graphics) and media (e.g.

paper, electronic);

VST Ltd
ISO9001:2015
7.5.3

¢) review and approval for suitability and adequacy. :

'Control of documented information

'VST Ltd
1S09001:2015
7.5.3.1

Documented information required by the quality management system
\and by this International Standard shall be controlled to ensure:

\a) it is available and suitable for use, where and when it is needed;

b) it is adequately protected (e.g. from loss of confidentiality, improper |
use, or loss of integrity). ‘

Dol V\C@/%

VST Lid
1S09001:2015

For the control of documented information, the organization shall
\address the following activities, as applicable:

| o phF
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a) distribution, access, retrieval and use;

b) storage and preservation, including preservation of legibility;

¢) control of changes (e.g. version control);

d) retention and disposition.

"Documented information of external origin determined by the
‘organization to be necessary for the planning and operation of the
quality management system shall be identified as appropriate, and be
controlled.

Documented information retained as evidence of conformity shall be
protected from unintended alterations. v
NOTE Access can imply a decision regarding the permission to view |
the documented information only, or the permission and authority to
view and change the documented information.

VST Lud
18090012015
8.1

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
services, and to implement the actions determined in Clause 6, by:
iia) determining the requirements for the products and services;

b) establishing criteria for:

'1) the processes;

12) the acceptance of products and services;

\¢) determining the resources needed to achieve conformity to the
'product and service requirements;

'd) implementing control of the processes in accordance with the
criteria;

¢) determining, maintaining and retaining documented information to
‘the extent necessary:

'1) to have confidence that the processes have been carried out as
planned;

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

‘The output of this planning shall be suitable for the organizations
|operations.

The organization shall control planned changes and review the

\consequences of unintended changes, taking action to mitigate any /ESS e
ladverse effects, as necessary. .

\The organization shall ensure that outsourced processes are controlled

(see 8.4). (2N S

VST Lid
1S09001:2015
824

Changes to requirements for products and services

'The organization shall ensure that relevant documented information is
%amended, and that relevant persons are made aware of the changed
‘requirements, when the requirements for products and services are
‘changed.

VSTLu
1S09001:2015
832

|Design and development planning
‘In determining the stages and controls for design and development, the |
organization shall consider: i _
|a) the nature, duration and complexity of the design and development | D—QS ( \f\
iactivities; 1 S{Lw
‘b) the required process stages, including applicable design and ‘
|development reviews;

¢) the required design and development verification and validation

activities;
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d) the responsibilities and authorities involved in the design and
development process;

e) the internal and external resource needs for the design and
development of products and services;

f) the need to control interfaces between persons involved in the desngn
and development process; E
g) the need for involvement of customers and users in the design and |
development process; !
h) the requirements for subsequent provision of products and services; |
1) the level of control expected for the design and development process | \
by customers and other relevant interested parties; ‘
j) the documented information needed to demonstrate that design and
development requirements have been met.

'iVST Ltd
1S09001:2015
18.3.4

Design and development controls

‘The organization shall apply controls to the design and development
\process to ensure that:

2) the results to be achieved are defined; Y
b) reviews are conducted to evaluate the ability of the results of design ﬂ)’l%
\and development to meet requirements; ‘ @

\¢) verification activities are conducted to ensure that the design and
development outputs meet the input requirements;

d) validation activities are conducted to ensure that the resulting
'products and services meet the requirements for the specified
application or intended use;

¢) any necessary actions are taken on problems determined during the
reviews, or verification and validation activities;

f) 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 Lid
ISO%9001:2015
83.5

Design and development outputs

The organization shall ensure that design and development outputs:
a) meet the input requirements;

b) are adequate for the subsequent processes for the provision of
products and services;

¢) include or reference monitoring and measuring requirements, as
appropriate, and acceptance criteria;

\d) specify the characteristics of the products and services that are
essential for their intended purpose and their safe and proper provision. |
The organization shall retain documented information on design and
development outputs.

VST L
ISO9%9001:2015
9:1.1

General
The organization shall determine:

a) what needs to be monitored and measured; | Mo
b) the methods for monitoring, measurement, analysis and evaluation | o
needed to ensure valid results; [%/\/“

¢) when the monitoring and measuring shall be performed;
d) when the results from monitoring and measurement shall be analysed
and evaluated. ‘
The organization shall evaluate the performance and the effectiveness
of the quality management system.
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The organization shall retain appropriate documented information as
evidence of the results.

VST Ltd
1SO9001:2015
9:2:2

The organization shall:

a) plan, establish, implement and maintain an audit programme(s)
including the frequency, methods, responsibilities, planning
requirements and reporting, which shall take into consideration the
importance of the processes concerned, changes affecting the
organization, and the results of previous audits;

b) define the audit criteria and scope for each audit;

¢) select auditors and conduct audits to ensure objectivity and the
impartiality of the audit process;

d) ensure that the results of the audits are reported to relevant
management;

¢) take appropriate correction and corrective actions without undue

‘the audit programme and the audit results.
'NOTE See ISO 19011 for guidance.

RN
delay; T\mS
f) retain documented information as evidence of the implementation of

|Viamed Ltd
}ISOI3485:201 6
14.1.1

|

EQuality management system

llThe organization shall document a quality management system and
'maintain its effectiveness in accordance with the requirements of this
International Standard and applicable regulatory requirements.

'The organization shall establish, implement and maintain any
'requirement, procedure, activity or arrangement required to be
'documented by this International Standard or applicable regulatory
\requirements.

'The organization shall document the role(s) undertaken by the
‘orgamzatlon under the applicable regulatory requirements.

'NOTE Roles undertaken by the organization can include manufacturer
authorized representative, importer

or distributor.

Viamed Ltd
§ISOB485:201 6
?4.1.6

Quality management system

For each quality management system process, the organization shall:
The organization shall document procedures for the validation of the
application of computer software used in the quality management
system. 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 associated with software validation
\and revalidation shall be proportionate to the risk associated with the
\use of the software.

|Records of such activities shall be maintained (see 4.2.5).

'Viamed Ltd
1SO13485:2016
14.2

|Documentation requirements

fViamed Ltd
1S013485:2016
14.2.1 General

}

Documentation requirements

| The quality management system documentation (see 4.2.4) shall
linclude:

|a) documented statements of a quality policy and quality objectives;
'b) a quality manual;

\c) documented procedures and records required by this International
|Standard;

voj\ J")uﬁ
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d) documents, including records, determined by the organization to be |
necessary to ensure the effective planning, operation, and control of its ‘
Processes; i

Viamed Ltd
1S013485:2016
4.2.2 Quality
manual

‘e) other documentation specified by applicable regulatory requirements.

Documentation requirements

The organization shall document a quality manual that includes:
2) the scope of the quality management system, including details of and | ‘ 5
justification for any exclusion or non-application; _ /yf
b) the documented procedures for the quality management system, or i (/V/A(./
reference to them; o
¢) a description of the interaction between the processes of the quality (D v
management system. f
The quality manual shall outline the structure of the documentation
used in the quality management system.

'Viamed Ltd
1S013485:2016
14.2.4 Control of
§documents

Documentation requirements

Documents required by the quality management system shall be
controlled. Records are a special type of document and shall be
controlled according to the requirements given in 4.2.5.

‘A documented procedure shall define the controls needed to: D o s
\a) review and approve documents for adequacy prior to issue; S i

‘b) review, update as necessary and re-approve documents; (/\M
c) ensure that the current revision status of and changes to documents
\are identified; ‘
‘d) ensure that relevant versions of applicable documents are available at‘
points of use; ;
\e) ensure that documents remain legible and readily identifiable; ‘
) ensure that documents of external origin, determined by the
lorganization to be necessary for the planning and operation of the
3quality management system, are identified and their distribution
controlled;

g) prevent deterioration or loss of documents;

h) prevent the unintended use of obsolete documents and apply suitable
udentlﬁcatlon to them.

'The organization shall ensure that changes to documents are reviewed
\and approved either by the original approving function or another
designated function that has access to pertinent background information
upon which to base its decisions. The organization shall define the
period for which at least one copy of obsolete documents shall be
retained. This period shall ensure that documents to which medical
devices have been manufactured and tested are available for at least the
lifetime of the medical device as defined by the organization, but not
less than the retention period of any resulting record (see 4.2.5), or as
specified by applicable

Viamed Ltd
1S013485:2016
4.2.5 Control of

|records

Documentation requirements

Records shall be maintained to provide evidence of conformity to
requirements and of the effective operation of the quality management | ¢
system. 1 6;2}/7["
The organization shall document procedures to define the controls YA
needed for the identification, storage, security and integrity, retrieval, ’

iretention time and disposition of records. 1

'The organization shall define and implement methods for protecting ‘

‘conﬁdentlal health information contained in records in accordance w1th
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T

the applicable regulatory requirements.

Records shall remain legible, readily identifiable and retrievable.
Changes to a record shall remain identifiable.

The organization shall retain the records for at least the lifetime of the
medical device as defined by the organization, or as specified by
applicable regulatory requirements, but not less than two years from
the medical device release by the organization.

\Viamed Ltd
1S013485:2016
5.6.1

General

The organization shall document procedures for management review.
'Top management shall review the organization’s quality management
system at documented planned intervals to ensure its continuing
suitability, adequacy, and effectiveness. The review shall include
assessing opportunities for improvement and the need for changes to
the quality management system, including the quality policy and
quality objectives.

Records from management reviews shall be maintained

'Viamed Ltd
18013485:2016
7.1

'Planning of product realization

'The organization shall plan and develop the processes needed for
'product realization. Planning of product realization shall be consistent
'with the requirements of the other processes of the quality management |
|system.

'The organization shall document one or more processes for risk
'management in product realization.

'Records of risk management activities shall be maintained (see 4.2.5).
In planning product realization, the organization shall determine the
following, as appropriate:

a) quality objectives and requirements for the product;

b) the need to establish processes and documents (see 4.2.4) and to
'provide resources specific to the product, including 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) records 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 Ltd
1S013485:2016
122

Review of requirements related to product :
The organization shall review the requirements related to product. This !
review shall be conducted prior to the organization’s commitment to 1
supply product to the customer (e.g. submission of tenders, acceptance |
of contracts or orders, acceptance of changes to contracts or orders) and |
shall ensure that:

|a) product requirements are defined and documented;

b) contract or order requirements differing from those previously |
expressed are resolved; \
c) applicable regulatory requirements are met; }
d) any user training identified in accordance with 7.2.1 is available or i
planned to be available;

e) the organization has the ability to meet the defined requirements.
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Records of the results of the review and actions arising from the review |
shall be maintained (see 4.2.5).
When the customer provides no documented statement of requirement, |
the customer requirements shall be confirmed by the organization
before acceptance.

When product requirements are changed, the organization shall ensure |
that relevant documents are amended and that relevant personnel are
made aware of the changed requirements.

Viamed Lid
1SO13485:2016
|7.5.6

The organization shall validate any processes for production and
service provision where the resulting output cannot be or is not verified
by subsequent monitoring or measurement and, as a consequence, ‘
deficiencies become apparent only after the product is in use or the
service has been delivered.

Validation shall demonstrate the ability of these processes to achieve
planned results consistently.

The organization shall document procedures for validation of processes

i

|

Validation of processes for production and service provision ?
|

including: A
% ~ (s

a) defined criteria for review and approval of the processes; ‘ L/) 'W5 Q%/” ‘

b) equipment qualification and qualification of personnel; e

¢) use of specific methods, procedures and acceptance criteria; d) as /S SuveT

\appropriate, statistical techniques with rationale for sample sizes;

‘ie) requirements for records (see 4.2.5);

f) revalidation, including criteria for revalidation;

) approval of changes to the processes.

The organization shall 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 associated with
software validation and revalidation shall be proportionate to the risk
associated with the use of the software including the effect 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).

'Viamed Ltd

|General
1S013485:2016 | The organization shall document procedures for traceability. These i
7.5.9.1 'procedures shall define the extent of traceability in accordance with ' DO )
applicable regulatory requirements and the records to be maintained \,\M
(see 4.2.5).
|Viamed Ltd Internal audit
'I1SO13485:2016 The organization shall conduct internal audits at planned intervals to M
8.2.4 determine whether the quality management system: ¢
i \a) conforms to planned and documented arrangements, requirements of DCC/
this International Standard, quality management system requirements
established by the organization, and applicable regulatory requirements; ) 4/~\>
b) is effectively implemented and maintained. The organization shall | LNW$

'document a procedure to describe the responsibilities and requirements
for planning and conducting audits and recording and reporting audit
results.

|An audit program shall be planned, taking into consideration the status
\and importance of the processes and area to be audited, as well as the
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results of previous audits. The audit criteria, scope, interval and 1
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 audit their own work.
Records of the audits and their results, including identification of the
\processes and areas audited and the conclusions, shall be maintained
(see 4.2.5).

The management responsible for the area 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 verification of the actions taken
and the reporting of verification results.

NOTE Further information can be found in ISO 19011.

Viamed Ltd
ISO13485:2016
8.2.5

Monitoring and measurement of processes

The organization shall apply suitable methods for monitoring and, as |
appropriate, measurement of the quality management system processes. \
These methods shall demonstrate the ability of the processes to achieve |
planned results. When planned results are not achieved, correction and \
corrective action shall be taken, as appropriate.

e
f\w»w

Viamed Ltd
1S013485:2016
8.52

|
Corrective action ‘
The organization shall take action to eliminate the cause of |
nonconformities in order to prevent recurrence. Any necessary
corrective actions shall be taken without undue delay. Corrective
actions shall be proportionate to the effects of the nonconformities

recur; 1
d) planning and documenting action needed and implementing such ‘
action, including, as appropriate,

updating documentation;

e) verifying that the corrective action does not adversely affect the
ability to meet applicable regulatory requirements or the safety and ‘
performance of the medical device; |
f) reviewing the effectiveness of corrective action taken. Records of the |
results of any investigation and action taken shall be maintained (see |
4.2.5). f

encountered. wo{ N
The organization shall document a procedure to define requirements .

for: %\/(’L/

a) reviewing nonconformities (including complaints);

b) determi.ning the causes of ponconformities; B /\,\a.,/\ %Q Al \ |
¢) evaluating the need for action to ensure that nonconformities do not / ?

3]

Is there sole responsibility for company procedures and other
documentation.

system

IT director has sole
access to Intrastats

'\/
|
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QUESTION: RESPONSE: )
1 | Review Last years Audit. Update processes if required. # 1 4015 DC,\tﬂ) ”";//4‘
Are all follow on Issue resolved satisfactory. H | %éé (O pmé Cf/f": )




3 Verify that documentation is checked prior to formal approval and | Intrastats
issue and authorisation is unique. \/
S ,rl/ap CAl (//)[OGUKW/ 45 J—Qp /ﬂ/laqﬂv//"b&,/'
4 Verify that all personnel have access to their relevant areas of the | Intrastats
documentation. >/
5 | Verify that amendments can be requested and are controlled by Intrastats 7
_Date issue. are updated Electronically and old copies Archived. y |
6 Check that the C.E. files are maintained by sole responsibility. N >/ B
7 Check that obsolete data in the files is Archived Intrastats also Archives
‘ store 7/
8 Are manufacturers data sheets supplied the latest issue. Supplier Intrastats ,
| . Review. Svaols e (281 e CG«/‘LQ/{/ 0’1/'/’? \/
9 | Verify that checks are made to ascertain the latest issue data Intrastats
sheets are supplied after design change / modification (from e | Lo aer Lpve N/ A
suppliers). o~ LProctoc
| 10 Are Intrastat documents regularly backed-up and secure offsite Intrastats — Roles and | N
g Task ID (452) H 26673 | Responsibilities. Task | Y
| ID (452) |
} 11 /Check that the document register is complete and adequate. Intrastats D/ S/ 4 M N/A

f y Check that documents are filed where they say they are and the | Intrastats on f
|

responsibility is true. Q}mm@, Questicn = s ed o ﬁﬁq&?ﬁdﬁtioﬁy/\.s LA

I
t

.

13 Verify that records are easily retrievable for information and | Intrastats on

;
E Y
5 analysis. | workstation |
E 14 | Are printed copies of production procedures the latest issue No printed copies >
| status.

15 | Is the procedure for ensuring only the latest issue of drawings and | Intrastats. Task ID

Index. Task ID (371) Lygretnes o) el Reviery Dong—

|
| documentation available working conegﬂ}l)ﬂ {k;e_cl; g items in the A)O(‘FZI’IIM éad‘,) /S u%&‘ Corthestis

| 16 | Are quality records properly filed and easily retrievable. Intrastats v o
; 17 | Is the Company procedures Mangal the Iatgst version. Intrastats Vau
f 18 | Has the organisation chart chan&id® © /q");gt, fo ée, ﬂef'ra recl j y
‘ 19 | Has the responsibili escriptions changed. | Injrastats — Roles and |
j TS Rl ds ge /Z(Warﬁ_R/Zsponsibilities y
i 20 | Stock linked document — have documents been linked to stock Ol 070 S ; I

' correctly. ISO — Document Index Admin — Complete Amendment 1 vllors? I

' Log — look down the list for stock related documents, then see if
__the stock link is present. The list shows the last 3 months.

ollec?7s .~ -~
Sprert sed SeasOrs Yy

S

[

Duplicate Documents — Task ID (370) — ISO — Documentation [
| Index Admin — find duplicate files. This should be empty. Make a

| note of the number and dates.
| 22l 8%

Y

Sub Processes Linked to Audit 10
Review the below processes tasks and audits and ensure they are completed in a timely manner.
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List Processes Per Title
Managing Director

Process Scope

PROCESSID 5877

To review the numbers of various
departments.

Showing increasing / reducing staff
requirements

Product Controller

Process Scope

PROCESSID 7863

To confirm the current repairs codes
for various products in the system are
up to date and available to office
members of staff.

Documentation And Records
Controller

Process Scope

PROCESSID 59

Roll Task

114
Managing
Director

0 et

Roll Task

772
Director 3
(Steve)

Roll Audit Risk
561 Freq 3
Company Risk 1
Secretary Overall 3
-y 773
LR :
e
Roll Audit Risk
773 Freq 1
Managing Risk 1
Director Overall 1

{?9‘5’F {5’607

Check the Document Index for any out Managin

of date documents,

PROCESSID 5851
Removal of Duplicate documents

PROCESSID 5940
Generate the Thumbs nails for the
document Index

IT Controller

Process Scope

PROCESSID 44
Encrypt data sent back and forth to
Intrastats so it can be used off site

PROCESSID 52
Keeps a month or so backup emails

PROCESSID 53
Maintain the Online Email boxes
currently Google and Goldmine

Roll Task  Roll Audit  Risk
126974 U 0(7} )
371, lesry7372 Freq 3
Company  Risk 1
Director Secretary Overall 3
37022687369 | ,u%Freq3
Managing ¥° Company, / Risk 1
Director Secretary Overall 3
155 Freq 3
Managing i Risk 1
Director/bLUQ?/ Overall 3
Roll Task  Roll Audit Risk
42 (06557 Freq 1
Managing i Risk 1
Director Overall 1
368 417 Freq 4
Risk 1
Overall 4
902 Freq 1
Accounts Risk 1
Processes  Overall 1

26%T1
Lo

Notes /
Issues

Task 1M
Audit
12M

Action

Notes /

Action
Issues

Task
12M
Audit
24M

Notes /

Action
Issues

Task 1M
Audit
6M

Task 1M
Audit
6M

Task 1M

Notes /

Action
Issues

Task
12M

Audit
1W
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PROCESSID 7126 458 Freq 3 Task IM

Fix general errors in intrastats Managing Risk 1
such as Spelling errors or columns not Director Wl Overall 3
lining up 11U %° ¢
PROCESSID 7129 462 125\5hs7 1 05° ‘%req 3 Task 1M
Update the online Cross reference Managmg/ Director 3¢ Risk 1 Audit
guides with latest intrastats data. Director (Steve) Overall3  3M
PROCESSID 7130 791 Freq 3 Task 1M
To Review the L Drive Library isin ~ Managing @Wg by Risk 1
sync with Intrastats Documentation Director Overall 3
PROCESSID 7672 452 453 Freq5 Task 3D
To take a copy of the important data Company  Risk 1 Audit
off-site Secretary Overall5 1M
1
L2
CURRENTLY DONE BY DEREK
PROCESSID 7700 510 Freq3 Task 1M
Maintain Domains for websites Risk 1
Overall 3
PROCESSID 7739 562 Freq 4 Task 1W
Intrastat Changes updates. Managing Risk 1
Logging system to enable roll back Dlrector é 79‘1, Overall 4
should anything break
ISO Centroller
Process Scope Roll Task  Roll Audit Risk Action }\{;tlzz/
S

PROCESSID 5890 463 USLS 7 %64 ‘Z/O?gv}ﬂeq 3 TakIM
Ensure the online available copies of Managmg Marketing  Risk 1 Audit
our SO standards are upto date Director Processes  Overall3  6M
Accounts Processes

; ; ; Notes /
Process Scope Roll Task  Roll Audit Risk Action —
PROCESSID 7922 934 Freq 1
To back up Journals and other docs Risk 2
that have been saved in Emilys users Overall 2
folder.
Journal are checked monthly so they
need to be in the Journals folder to be
able to be checked.
Audits
Process Scope Roll Task  Roll Audit Risk Action E;i;/
PROCESSID 7722 T W 27 ryﬁ Freq 1 Audit
To carry out Audit 10 Documentation Company Risk 2 12M
Control Viamed Secretary Overall 2
PROCESSID 7770 183 Freq 1 Audit

721 52”7

“Thi ;v-/”
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To carry out Audit 10 Documentation
Control VST

Office Processes

Process Scope

PROCESSID 9
Distribute recieved faxs

PROCESSID 10
Distribute Emails

PROCESSID 11

Distibuting incoming post to correct
person

PROCESSID 15

Paperwork to be filed in the correct
order

PROCESSID 5901

To link new calls to Contacts in the
CRM

PROCESSID 7693

Collect the filing form the warehouse

PROCESSID 7699
Shredding of sensitive information

PROCESSID 7705
Checking if a customer has uploaded
an order directly to our website

PROCESSID 7711
Download the most recent bank
statement from the bank website

Company  Risk 2
Secretary Overall 2
Roll Task  Roll Audit Risk
824 Freq 1
Risk 1
ZZW Overall 1
366 Freq 3
Managing  Risk |
Director Overall 3
599 177’5 & Freq 3
Office Risk 1
Processes 7 9 Overall 3
5672217716 1L1\">) Freq 4
Managﬁfgﬂ,& Companyl/ Risk 1
Director g@ Secretary Overal! 4
404 7117 7%405 @%@qu 4
Office CompanyY” Risk 1
Processes Secretary Overall 4
506 77/(77Ls,’>507 Freq 4
Office o Lers Risk 1
Processes (é)rverall 4
508 22698%09 11FSFreq 4
Office Office Risk 1
Processes ~ Processes eral 4
517 10176518 1% req)
Office Ofﬁce Risk 1
Processes  Processes Overall 5
526 515527 4,26 Mg s
Ofﬂc&.L " Company ¢ Risk 1
Processes Secretary Overall 5

12M

Notes /

Action
Issues

Audit
1M

Task 1D

Task 1D
Audit
12M

Task 1W
Audit
M

Task 1W
Audit
IM

Task 1W
Audit
IM
Task 1D
Audit
W
Task 1D
Audit
1W
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