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Planning & Conducting 9001 Audits

1. Audit Program & Planning
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CLIENT

Qlient and Auditor Scheduled>

1. Request the Client's description of
processes (e.g. quality manual,
process interaction, etc.).

!

2. Update the Audit Program with the
Client's current processes/functional
units.

!

For Stage 1 Audit- Send Stage 1
Audit Plan. Proceed to step 4.

3. Plan the audit activities including )
which process/ functional units to be . .
audited and at what sites (including Where the client operates shifts,
temporary sites). Define the roles and the activities that take place during
responsibilities of team auditors, > shift work are considered when
observers, technical experts, or developing the audit program and
interpreters. audit plans.
\/K\ )
4. Communicate the audit plan to the 4a. Provide feedback on Audit Plan, if
client and audit team. _ | necessary (i.e. Flow of audit, schedule
When feasible, at least 2 weeks prior o conflicts, etc. that need to be
to the start of the audit. addressed prior to the audit).
@it planned and ready to s@
o 5 5
The following table explains the reports required for each o ~ e = 5 22 —
. © o [t =R} ©
type of audit conducted. % % = & 2 ® = S
[ Legend | Required | If Applicable | Optional | Not Required | A A £ g 2 é 2 a
a 2 P
FM 02-04 B Notification of Audit (NOA) Audit Calculation, Risk, and X X X X X X
Recertification Review
FM 02-04 B - Recertification Review (section completed for RC audits only) X
FM-03-01 Opening- Closing Meeting Agenda and Attendance X X X X X X
FM-03-02 Stage 1 Audit Plan X
FM-03-03 Stage 1 Audit Report X
FM-03-04 Audit Program and Plan X X X X X
FM-03-05 Audit Report (Due to client and Kalos 14 days after the closing X X X X
meeting)
FM-03-06 Process Audit Questionnaire X X X X
FM-03-07 Corrective Action Request (majors and minors)
o Surveillance Audit — Acceptable plan submitted within 30 days,
corrective action verified at next audit. X X X X
o Recertification Audit — Acceptable plan submitted within 30 days,
corrective action implemented and verified within 60 days or prior
to expiry date.
FM-03-08 Corrective Action Revisit Report X
FM-03-10 Pre-transfer Visit Plan X
FM-03-11 Pre-Transfer Review X

PROCESS STEP

LEGEND: (START/ STOP)

S —
PREPARATION
DOCUMENT DATABASE
UPDATED

22601 N. 17th Ave. Suite 120 | Phoenix AZ, 85027 | T. (480) 486-8007 | info@kaloscertifications.com




N
2>
—
O
w

KP-03 Page 4 of 6
Planning & Conducting 9001 Audits CERTIFICATIONS Rev. 3/24/2025

2. Conducting the Audit

LEAD AUDITOR AUDITOR CLIENT

@it planned and ready to s@

(]

1. Conduct the opening meeting with
leadership.
Record attendance on the Opening/
Closing Meeting Attendance/
Agenda.

\/

2. Conduct interviews, observe processes/ activities, review records During the audit, the audit team
in accordance with the audit plan. Gather an ample sample to shall periodically assess audit
determine conformity (or nonconformity). progress and exchange
information. The audit team leader
* shall reassign work as needed
3. The audit team shall periodically communicate the progress of between the audit team members,
the audit and any concerns to the client. as needed.

'

4. Summarize the audit findings on the appropriate Audit Report.

5. Nonconformity found?

6a. After the closing meeting,

Vss respond to Corrective Action
o 6. Record a clear statement of nonconformity and objective Request or follow Appeal
evidence on which the nonconformity is based on the Corrective Process.
Action Request form. Discuss the nonconformity with the client to »| If responding, perform a thorough
ensure evidence is accurate and non-conformance is understood. cause analysis, ensure correction

and corrective action are
\—//r”\ addressed. Send response to
Lead Auditor.

7.Under the responsibility of the audit team leader and prior to the
closing meeting, the audit team shall:

a) review audit evidence (for stage 2 audits, include stage 1 report)
b) review the audit findings
c) agree upon the audit conclusions
d) agree any necessary follow-up actions
e) confirm the appropriateness of the audit program or identify any
modification required for future audits

v

8. Conduct the closing meeting with
leadership.
Record attendance on the Opening/
Closing Meeting Attendance/
Agenda.

—7 —

9. Compile and complete the Audit [
Package (Meeting Attendance, _ ( Audit Package submitted to Kalos
Reports, Corrective Actions, etc.) '\ Office and Client.
\—/\

2.1 Inthe event an audit is unable to be completed or audit objectives are not met, the lead auditor is to communicate
this with the client and contact the Kalos office immediately. The office will determine the appropriate action to
be taken on a case by case basis (e.g. rescheduling, adding time to subsequent surveillance, exchanging an auditor,

etc.)
See——
DATABASE PREPARATION
LEGEND: (START/ STOP) ‘ el
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3. Appeals

KALOS MANAGEMENT/
CLIENT KALOS TEAM MEMBER ADVISORY BOARD

lient requests appeal with 10 days

of the closing meeting J *

4 1. Review Client Appeal Request and Submission, investigation and
initiate entry on the Appeals Log for decision on appeals shall not result in
tracking purposes. any discriminatory actions against the
appellant.

3. Kalos President (if not involved in

2. Acknowledge receipt. the audit), will investigate the appeal
________ > Communicate any additional _ | and gather necessary information to
A information needed to complete the o make an educated decision.
Appeals Log. Consult client and auditor, as
applicable.

\

4. Review audit package and
supporting information.

7. Client may re-initiate Appeal ‘
Request. Subm|s§|on process W'I! flow 5. Kalos President will decide what
through the Adws'o_ry Board for final actions need to be taken in response
decision. to the appeal request, taking into
1 account the precedent of previous
No appeals.

\/

6. Kalos President will complete the

7. Client accept Appeal Log and notify Client and

result of appeal? auditor of the result and closure of the
appeal process.

\/_\
Yes Actions executed, Appeal record
filed, and tracking updated/ closed

A
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Revision History Approved By Date
DRAFT Michaela Scarla 12/21/2018
RELEASE Michaela Scarla 1/20/2019
Revised per ANAB Document Review comments listed in FA-5000 and CL-5313.
Section 1 -
. Process map updated to include “Where the client operates shifts, the activities that take place during shift work

are considered when developing the audit program and audit plans.”
. Table updated to “FM-03-07 Corrective Action Request (majors and minors)”
Section 2-
. In the event an audit is unable to be completed or objectives are not met, the lead auditor is to communicate this

with the client and contact the office immediately Michaela Scarla 3/2/2019
. Process Map Step 7 updated to “Under the responsibility of the audit team leader and prior to the closing

meeting, the audit team shall:

a) review audit evidence (for stage 2 audits, include stage 1 report)

b) review the audit findings

c) agree upon the audit conclusions

d) agree any necessary follow-up actions

e) confirm the appropriateness of the audit program or identify any modification required for future audits”
Added Table of Contents 5/3/2019. Michaela Scarla No Change
Revised per internal audit findings. Minor grammatical corrections. .
Revised Zudit report tablef— adjgsted colofs and added “Special” audit column. Michaela Scarla 7/20/2019
Reviewed during 2021 IA. Michaela Scarla No Change
Update Section 1 Table of Form to include planning forms. No change to process. Michaela Scarla 12/23/2022
Revised per internal audit OFI: .
. Update Appeals Flow Chart per KA-2023-108 Michaela Scarla 3/19/2023
Revised per Kalos 2025 Internal Audit: .
. Updated the Audit Report Package table to reflect new Client Database print outs. Michaela Scarla 3/24/2025
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