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1. Application & Review

KALOS MANAGEMENT

KALOS TEAM MEMBER

CLIENT

Initial

1. Receive application. Contact client if
clarification is needed or information is
missing.

v

2. Start the Client Quote. Transfer
relevant information from the
application to the Client Quote Tab.

3. Initial or Transfer client?

Y
3. Review and complete the
application review and associated
forms, including risk assessment. If
necessary, contact client to clarify
information.

Review considers:
- Does Kalos have the competencies
to provide certification activities?

Transfer

3a. Collect reports and previous
corrective actions from transferring
certification body or client.
Start the Transfer Report.

- Is the client within the scope of Kalos
accreditation?

- Will a technical expert or translator be
needed?

- Are there unacceptable risks or
threats to impartiality?

-Eligibility criteria for selecting
appropriate certification structure
(AS9104 Appendix B)

4. Based on review
accept or reject
the application.

Accept

4b. Accept the application. Provide
quote for services and Client

4a. Decline the application.
Document the reason on the
Client Quote tab. Notify the
client.

Client submits application via
website or emailed form

Note: reference MD 2 and
AS9104 for more information
on transfer eligibility

5. Sign and return the contract to

Contract.

6. Process contract.

Kalos.

Set up client in records system.

'

7. Notify transferring CB of intent to
transfer and resolve questions.
(AS9100 notify in OASIS)

v
Client ready for audit scheduling
and audit program creation.

1.1 When a Kalos client with an existing ISO 9001 certificate wishes to upgrade to an AQMS standard, a full initial
audit (Stage 1 and Stage 2) of all requirements for the applicable AQMS standard (e.g. AS9100) is required.

LEGEND: (START/ STOP)
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1.2 Information that was clarified/corrected from the client application is updated in the client quote. Application is
not adjusted.
2. Audit Team Selection

KALOS TEAM MEMBER LEAD AUDITOR TEAM AUDITORS

Client ready for audit scheduling
and audit program creation.

'

1. Taking in to consideration the M
estimated audit time, language,
culture, impartiality, conflicts of interest, For AQMS audits:
scope, and objectives of the audit * Ensure the audit team leader
choose the appropriate sized audit is an AEA as defined in
team for the audit. AS9104/3
> e The same audit team leader
If there is only one auditor assigned shall be limited to a maximum
to the audit, the auditor shall have of two consecutive
the competence to perform the duties certification cycles at the
of an audit team leader applicable for client
that audit.
5%

\i

2. Verify the auditor(s) assigned was
not the consultant listed on the
Quote Tab.

Y
3. Using the Quote |/ Schedule Tab
and Competency Matrix find an
auditor that is deemed competent in
the technical area of the client.

If applicable, choose additional
auditors to participate in the audit.
The audit team must possess the
competencies necessary to meet the
audit objectives.

4. Are technical experts
or interpreters needed?

No. Audit Team ready to be scheduled.

A

Yes

'

5. Select a technical expert or
interpreter that does not unduly
influence the audit. Criteria for
selection of technical experts are
determined in a case by case basis
by the needs of the audit team and
scope of the audit.

2.1 The audit team leader, in consultation with the audit team, shall assign to each team member responsibility for
auditing specific processes, functions, sites, areas or activities.
e Such assignments consider the need for competence, and the effective and efficient use of the audit team, as
well as different roles and responsibilities of auditors, auditors-in-training and technical experts.
e Changes to the work assignments may be made as the audit progresses to ensure achievement of the audit
objectives.
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2.2 Auditors-in-training may participate in ISO 9001 audits, provided a lead auditor is appointed as an evaluator. The
evaluator shall be competent to take over the duties and have final responsibility for the activities and findings of
the auditor-in-training. Reference WI-02-01 Auditor Mentoring Program for more information.
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3. Determining Audit Time & Scheduling

KALOS TEAM MEMBER AUDITOR CLIENT

Client ready for audit scheduling
and audit program creation.

Y

If this is a surveillance or

1. Using the client application or re-certification audit, send client the
client information update form verify Client Information Update Form to
the accuracy of the Audit Calculation. collect current information on the

QMS.

2. If applicable, review previous
corrective actions, audit reports, and
changes to the organization that would
effect the audit duration.

'

3. Document any justifications for
changing the audit duration on the
Quote Tab (Time Adjustment Notes).

Reference MD 5 and AS9104 for
additional guidance on audit duration.

4. Once audit duration is determined,
communicate with Auditor(s) and > 4a. Agree on audit dates.
Client regarding audit dates.

A

5a. Acknowldge the terms in the
»| Notification of Audit to Kalosas |-
commitment to complete the audit.

5. Send Notification of Audit to client
and auditor(s).

|- — — -

5b. If the client objects to one or more
of the auditors assigned and provides
substaniated evdience of improper
activity or contract violations, Kalos
will select a new auditor for the audit
team.

6. Add audit to the Schedule.

A

\

7. Create or update the Audit
Program and send to Lead Auditor.

T

Client and Auditor Scheduled.

3.1 One audit day is normally 8 hours of auditing activities.

Note: This does not include breaks or travel.
LEGEND: (START/ smp> ’ ?J/;TSETAESDE (PREPARATION)
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3.2 Audit activities include:
e conducting the opening meeting
e performing document review while conducting the audit
e communicating during the audit
e assigning roles and responsibilities of guides and observers
e collecting and verifying information
e generating audit findings
e preparing audit conclusions
e conducting the closing meeting
3.3 The number of audit days shall not be reduced by increasing the number of hours worked per a day.

4. Multi-site Sampling
4.1 Where multi-site sampling is used for the audit of a client’s management system covering the same activity in
various geographical locations, the client’s FM-02-05 Audit Calculation Tab and FM-03-04 Audit Program is
updated to reflect the frequency of auditing each site and time calculations.
4.2 The rationale for the sampling plan shall be documented for each client on the FM-02-05 Audit Calculation Tab.
4.3 Where there are multiple sites not covering the same activity, sampling is not appropriate.

5. Types of Audits
5.1 Initial — Stage 1

e Theinitial certification audit of a management system is conducted in two stages: stage 1 and stage 2.

e The purpose of the stage 1 activity is to determine readiness for certification.

e The FM-03-02 Stage 1 Audit Report or AS9101 forms documents the conclusions with regards to readiness for
Stage 2 and any areas of concern that could be classified as a nonconformity during stage 2.

e At the time of quoting an interval between stage 1 and stage 2 will be selected and scheduled. If upon the
auditor’s and/or client’s decision the interval should need to change, the Kalos Scheduling team should be
contacted to revise the arrangement for stage 2 as soon as possible.

e If determined feasible, Kalos and client may agree to utilize remote auditing to complete the Stage 1 activity.

e If there are significant changes that impact the client’s management system, Kalos may repeat all or part of
stage 1 activity.

5.2 Initial - Stage 2

e The purpose of stage 2 is to evaluate the implementation, including effectiveness, of the client’s management
system. The stage 2 shall take place at the site(s) of the client.

e The FM-03-05 Audit Report or AS9101 forms document the conclusions and considers the required topics of
ISO 17021.

5.3 Surveillance

e The purpose of the surveillance audits is to give Kalos Certifications confidence that the client’s certified
management system continues to fulfill requirements between recertification audits.

e Surveillance audits are on-site audits, but are not necessarily full system audits, and are planned together with
the other surveillance activities.

e Surveillance audits shall be conducted at least once a calendar year, except in recertification years. The date of
the first surveillance audit following initial certification shall not be more than 12 months from the certification

decision date.
DATABASE PREPARATION
LEGEND: CSTART/ smp) DOCUMENT UPDATED < >
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e The FM-03-05 Audit Report or AS9101 forms documents the conclusions and considers the required topics of

ISO 17021-1.
5.4 Recertification

e The purpose of the recertification audit is to confirm the continued conformity and effectiveness of the
management system as a whole, and its continued relevance and applicability for the scope of certification.

e Recertification audits are full systems, on-site audits and are planned together with the other recertification
activities. If there are significant changes to the management system or context, a stage 1 activity may be
included.

e Kalos aims to conduct recertifications audits 45-60 days prior to expirations to allow ample time to complete
the audit package and perform an effective Technical Review prior to expiration.

e A FM-02-05 Recertification Review is conducted by the Kalos Office to evaluate the performance of the
management system over of the course of the audit cycle.

e Prior to a certification decision being made, all major nonconformities are corrected and corrective action
implemented and verified.

e Inthe event the corrective actions cannot be verified prior to the expiration date, the suspension process will
be initiated.

e Following expiration of certification, Kalos can restore certification within 6 months provided that the
outstanding recertification activities are completed, otherwise at least a stage 2 shall be conducted.

e Restored certifications will fall in line with the previous certification cycle.

5.5 Special Audit— Expanding Scope

e Client’s may request a scope expansion via FM-02-03 Client Change Request.

e After a review of the application for change and if determined necessary, Kalos will schedule a special audit to
verify the change in scope and integrity of the client’s management system.

e Scope expansion audit may also be conducted in conjunction with a surveillance or recertification audit.

5.6 Special Audit — Short Notice

e It may be necessary for Kalos to conduct audits of certified clients at short notice or unannounced to investigate
complaints, or in response to changes, or as follow up on suspended clients. For AQMS clients, the audit must
be completed within 90 calendar days from the receipt of the complaint.

e This may become necessary if a certified client is:

o Unresponsive to scheduling request for recertification or following up on major nonconformities;
o The need to investigate severe complaints from users;
o Client’s advertising indicates a change to the scope that impacts the validity of the certification.

e Kalos will make attempts to communicate with the client, however ultimately the dates selected for the short
notice audit will proceed.

e Kalos exercises additional care in the assignment of the audit team because of the lack of opportunity for the
client to object to audit team members.

5.7 Special Audit -Transfer Audits

o Transfer of existing certificates expiring within the next 12 months shall require a Stage 1 and Stage 2 audit.

e Kalos ensures that, prior to certificate issuance, a special audit (on-site) is carried out by an AEA to confirm
the validity of the certification being transferred.

e A new certificate shall not be issued, unless all minor and major nonconformities have been contained and
satisfactorily corrected; the root cause analysis completed; and corrective action has been implemented,
reviewed, accepted, and verified by Kalos. If the closure of nonconformities takes more than 90 days, transfer

of the existing certificate is not allowed.
LEGEND: CSTART/ smp) w DATABASE (PREPARATION)
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e Review/verification of the corrective action by the Kalos shall take place on-site (except for corrective actions
related to AQMS documentation).

6. Certification Decisions

LEAD AUDITOR KALOS TEAM MEMBER TECHNICAL REVIEWER

Audit Package submitted to Kalm

Office and Client. /
\/

R 1. Ensure audit package is complete.
Request corrections from Lead Auditor.

{

3. Start or update the Technical
Review form.

e

4. Assign a Technical Reviewer that 5. Review audit package and
did not participate on the audit. supporting information.

6. Is the information
satisfactory and sufficient to make
a certification decision?

No, reject back to Lead Auditor:

Yes

v

3. Complete the Technical Review
form.

Record the certification decision
including any additional
information or clarification sought
from the audit team or other sources.

Note: Kalos retains ownership of the Audit package filed, Certifica&A
audit package. Decision made, Client informed. /

6.1 Granting Certification
e Granting initial certification is based on a review of the audit report including lead auditor’s recommendations,
confirmation of the information on the application, confirmation of the audit objectives being achieved, and
closure of corrective action requests.
6.2 Refusing
e Threats to impartiality, lack of Kalos team competencies, or other risk factors will result in a refusal of
certification. This will be indicated at the client application process.

6.3 Maintaining
DATABASE (PREPARATION)
LEGEND: (START/ ST0P> DOCUMENT s
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e Client must have a surveillance audit and demonstrate their continued commitment to the management
system to maintain certification.

e Kalos performs technical reviews on surveillance audit.

6.4 Renewing Certification

e Kalos makes decisions on renewing certification based on the results of the recertification audit, as well as the
results of the review of the system over the period of certification and complaints received from users of
certification.

e When recertification activities are successfully completed prior to the expiry date of the existing certification,
the expiry date of the new certification can be based on the expiry date of the existing certification. The issue
date on a new certificate shall be on or after the recertification decision.

e No certificate may be issued until all major and minor NCRs have been contained and satisfactorily corrected
with root cause analysis, and corrective action is implemented, reviewed, accepted, and verified.

6.5 Suspending Certification

e Kalos shall suspend certification in cases when, for example:

o The client’s certified management system has persistently or seriously failed to meet certification
requirements, including requirements for the effectiveness of the management system.

o The certified client does not allow surveillance or recertification audits to be conducted at the required
frequencies.

o The client fails to implement corrective actions issued from a recertification audit prior to the
expiration date of the certificate.

o The certified client has voluntarily requested a suspension.

o The client fails to pay for services according to terms of contract.

o The client intentionally misrepresents their certification.

e Under suspension, the client’s management system certification is temporarily invalid.

e Kalos will restore the suspended certification if the issue that has resulted in the suspension has been resolved.

e Failure to resolve the issues that have resulted in the suspension in a time established by the Kalos shall result
in withdrawal or reduction of the scope of certification.

e |n most cases, the suspension would not exceed 6 months.

e When certification is restored, the expiry date of the new certification will be based on the expiry date of the
previous certification. The issue date on a new certificate shall be on or after the recertification decision.

o  When a client’s AQMS certificate is suspended, the OASIS database shall be updated within 14 days.

6.6 Withdrawing Certification

e If the client fails to meet the requirements of re-instatement of certification, Kalos will withdraw the
certification and request all certificates be removed from use or destroyed.

e  When a client’s AQMS certificate is withdrawn, the OASIS database shall be updated within 14 days.

6.7 Reducing the Scope of Certification

e Due to process-based standards being used, Kalos reduction to the scope of certification is limited to reducing
the sites within the scope or changing of non-applicable requirements. If during the certification cycle some
standard requirement become non-applicable, a special audit may be performed to verify the effectiveness of
the change to the management system (e.g. design of products).

e Failure to meet requirements of the standard will result in nonconformities being issued and addressed during
audits.
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7. Observers, Technical Experts, & Guides

7.1 Observers
e The presence and justification of observers during an audit activity is agreed to by Kalos and the client prior to

the start of the audit.
e The audit team ensures that observers do not unduly influence or interfere in the audit process or outcome of

the audit.

NOTE: Observers can be members of the client’s organization, consultants, witnessing accreditation body
personnel, regulators or other justified persons.

7.2 Guides
e Each auditor shall be accompanied by a guide, unless otherwise agreed to by the audit team leader and the

client.
e Guide(s) are assigned to the audit team to facilitate the audit.
e The audit team shall ensure that guides do not influence or interfere in the audit process or outcome of the

audit.
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7.3 Technical Experts

KALOS MANAGEMENT ‘ TECHNICAL EXPERT TECHNICAL REVIEWER / CLIENT
Need for Technical Expert to
support an audit
1. Research, network, and contact 2. Submit resume and/or other
industry experts. Request information »| supporting information to Kalos for
from potential candidate. review.

3. Review provided information.
Request clarifications as needed.

4. Conduct interview (phone or live)
with candidate to review knowledge
and discuss skills.

v

5. If necessary, verify past
employment, references, and continue
education information.

6. Record results of review on Team [The process may be paused here
Member Evaluation record until technical expert is needed for

a specific audit.

No. 7a. Notify candidate that criteria
was not met.
8. Send Engagement Paperwork to 8a. Complete Engagement
candidate > Paperwork

‘ 9. Process Engagement Paperwork. |4

7. Does candidate
meet initial needs of
the position?

Yes

v

10. Schedule Technical Expert for | [ 11. collect feedback from Technical
audit. | o Review/ Client.

12. Review feedback and take |
appropriate action. |

e The role of technical experts during an audit activity is agreed to by Kalos Certifications and the client prior to
the start of the audit.

e Atechnical expert shall not act as an auditor in the audit team.
e The technical experts shall be accompanied by an auditor.

NOTE: The technical experts can provide advice to the audit team for the preparation, planning or audit.
NOTE: If Kalos uses a subject matter or technical expert, the competency records include details of how the expert
is selected and how their technical knowledge is assured on a continuing basis.

8. Head’s Up Notices

8.1 Periodically Kalos uses FM-01-10 Head’s Up Notices to communicate changes to our requirements for
certification.

8.2 Through other defined means or at the next regularly scheduled audit Kalos will verify that each certified client

complies with the new requirements.
DATABASE (PREPARATION)
‘ DOCUMENT UPDATED
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9. Use of Information and Communication Technology (ICT)
9.1 Significant risks and opportunities associated with the use of ICT during the audit process are captured on the FM-
01-06 Operations Log- Risk tab.
9.2 When clients indicate they would be interested using ICT on the application or Client Information Update form,
Kalos will review that client and Kalos have the infrastructure to support the objective.
9.3 Utilization and Extent
e Conference calls or web meetings may be used by auditors during audits to verify the activities of off-site or
traveling employees.
e If the review of the client application indicates Stage 1 audit objectives can be met utilizing remote auditing,
the NOA, audit plan and report will indicate the extent to which ICT has been used.
9.4 The Competency Matrix will indicate if auditors are deemed competent to utilize ICT to achieve audit objectives.
9.5 If virtual sites are included within the scope, the certification documentation shall note that virtual sites are
included and the activities performed at the virtual sites shall be identified.
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Section 7.3 -
. Revised to include process map for Technical Experts.
Added Table of Contents 5/3/2019. Michaela Scarla No Change
Revised per internal audit findings listed in Action Log.
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action implemented and verified.”
Section 6 — Certification Decisions
. Added “When certification is restored, the expiry date of the new certification will be based on the expiry date of
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