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Schedule the Gap Analysis

Determine if you will audit by process/procedure
or by area of the facility. Our approach is to audit
by area of the facility.
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The ISO 9000 Store
Area of Facility and Applicable Elements of ISO 9001:2000
(Example; Modify for Your Facility)
£
Procedure Administration Quality Sales | Manulacluring | Engineering
Assurance

Dooument Contral X X
Control of Quality Regrds x A

Management Responsioility X

Competence. Aweraness and Training X

Infrastructure X A
“Flanning of Frodud Realizmson % A

Prooesses

Cusiomer Rdal=d Prowsses X A

Design snd Development A
Purchasng A

Control of Producson and Service A

Prowision

lzentificaiion and Treceablity _J‘\ K

s ™

s Example table of a plan for A

Preservation of Produd auditing by area of facility K3

Contrel of Measuring and Monoing l‘ I T A
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ﬁ\

area of faciiity tabie continued

#
Procedure Administration Cuality Sales | Manufacturing | Engineering
Assurance
Devices
Maonioing Measuring and Analysis of x X
Custormer Saisfaction
Interral Aasdits x
Kloniorng. Measurieg and Analysis of X X
Produd and Realizetion Promsse s
Control of Monconforming Produd X
Comactve Achan X kY
Fravere Adion X X
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Gap Analysis Lead Auditor: John Doe

Date: October 8-10

Administration
Quality Control
Engineering

Area(s) to be audited: Audit Teams:
Manufaciuring Team 1: John Doe, Jane Smith
Sales Team 2: Mary Moore, Sam Johnson

Comments:
Example schedule, modify to be appropriate to your facility and audit

feams.

Standard
ISO 9001:2000

Proposed Schedule

Time Area: Elements:

Day 1

&:00 | Manufacturing Tfestrocie
Flanning Froduct

=3

9.00 i |\\. Raahzeion

1 D {}E CC'-I'I't!'DI of Producion and
Divide the facility into ?DE‘::J'ETME .

11°3C manageable areas. Schedule

1.00 time to audit each section of i"’ '
200 the standard that applies to C-‘”‘-‘:’;L

orr ERFUEg
2:30 the area. oo

LS >

I
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Team 2
K= Erment i
§.00 | Administration Rmspansi by
0-30 Talrng -
-1 DBU Infrastrucise B
Flannring of Frodud -
1 1 {}D qlllh::q:icr Froossses
Customar Relmed M
11:30 g ina®
1.00 P -
- Nentomng of Cusiomeas ™
2 ﬂlU Eui:l::.ﬁg-u
- Elent of Froduct T}
3 DD ﬂtﬂl’l:ﬂbﬂg‘- F’rur:E:.wH.
Day 2
A L7 5T B Nigasu
800 | Manufacturing e S Team 1
Fromsaas
Coanrol of Monconioerur i
10:00 Syt i
|
N
If you are using an audit
team, assign the team to
cover the various arsas of
the facility.
Day 2 =
11:00 | Engineering MR o Team 1
1 'DD Infrestnu clus [
1-30 Flanning of Reslizaon [
Design and Development
8.00 | Adminisiration and Quality | cop-or= =0 Treeie Team 2
Assurance
a-an | Aualite Aecuranca Doamen: Tomrd “
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Day 2

11.00 | Engineering

Doaumaeni Corgrd

Team 1

1:00

Infmsiroch e

i

1:30

Flanring of Heslizion
Design and Development

Show each area of the

6:00 | Administration and Quality

Comadive and Fraveniva
Adfion

standard that the auditor will

{
f
Assurance | cover in each area, Then ||
9:30 | Quality Assurance Doasment Carkrdl | arrange the checklists so
10°30 Comal of Liality [ each auditor will have the | |
e | sections of the standard that |
1.00 Custornes Satistaction | are applicable in the areas ||
2.00 T ~ they will cover.
: T a— —
300 | Sales kil B )
Additional information:
Signature of Lead Auditor: Date
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Conducting the Gap Analysis

After you have prepared your audit schedule, and assigned
responsibility to your auditors for different areas or processes to
audit, copy each section of the checklist for the auditors working
with that section.

Follow the schedule that you have prepared.

Go into each area of the facility to evaluate the current quality
system.

Focus on what is in place, and what is not in place.

*Remind auditors that you are not focusing on commpliance or
non compliance to the current system, but on the design of the
current system, and how it matches the ISO 9001:2000
requirements.
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o~
L

4 QUALITY MANAGEMENT SYSTEM

REQUIREMENTS

CURRENTLY IN PLACE COMPLIANT
(List documents or evidence) YiN?
Estimated %
Complae

ITEMS NEEDED

General Requirements

JivEN

Thi® CIALSE AOOTESEEE asks you 10 Mently Now MAnAgEmEnL applies the process Approach Lo Achieve (e EMectve and eMicient conirol
of processex resulting in performance iImprovement. Specifically this section is looking for an overall process evaluation of all qualty
refated processes and their interreiationships. Look to see that your organizational processes are defined and that consideration is

io those tems described in a) through 1)

a) Look for documentaton of the
proceszes included in the QMS

-

As you work through the checklist

Look for mformation on the
relationzhip and sequence of the
QMS processes

=

take notes on what is in place, and
what needs to be developed.
Reference procedures or other

Ask Manage ment if operation
and control of processes is
effective. How do they know T it
is effectiva?

cl

documents that you have reviewed
and that will provide infarmation
for the new QMS. Take notes on
the status of the documents, will

(=%

} A=k how they are abie o know i |
resources and information

nesded to support processes
have been provided.

they need to be revised for the
new system? Or can they be used
as is. Also note where processes
are in place, but documentation Is

Lk neaded.

~
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Reporting

Summarize the audit findings in the form of a task list.
You will generally identify several categories of tasks.

Processes that comply with the standard and are
documented.

Processes that comply with the standard and must be
documented.

Processes that do not comply with the standard and
must be redesigned.

Processes required by the standard that are not
currently in place.
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[Task List

Clause Number and - Completion
Requirement Responsibility Start Date Date

Establish a process for John Doe and Lisa
identifying data required for <mith 10-31 11-15
review of the QMS Processes

Page 12



Gap Analysis Tutorial

Slide 13

Use the Task List for Planning

For each requirement (or set of requiremetns) of the standard,
you will want to identify the status of the current system. The IS0
9001:2000 Steering Team will use this information as they assign
responsibility and timelines to teams. Task Group teams will be
assigned responsibility for development of a procedure.
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Tools to help you with your project

A thorough 41 page Gap Analysis Checklist is available from the IS0
9000 Store for $25. You can download it and begin using it right away.

You can also download the following documents FREE from
www.is0-9000-2000. Just click on the links below.

(Area of Facility template

CiBroject Plan template

c@:ﬁap Schedule template
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