
if;;;; II .'115 n

(~
t. \,.< ..1·...
, .~.



ISO 9000 FOR THE FOOD
PROCESSING INDUSTRY

The global mal1telplace requires that food
processing companies develop a quality
management system that has international
recognition and acceptance. The International
Organization for StandardizaUon (ISO) has
published the ISO 9000 series of standards.
These standards have been accepted by more
than eighty nations and the European Union as 8
basic definition of aquality management system.

In recent years there has been an 'ncreate in
environmental awareness around the world. This
awareness led to the 1992 meeting of the United
Nations Conference on Envlronment and
Development in RiO de Janeiro. One direct fe$U1t
of this conference was the development of the ISO
14000 series of standards. These standards
Include the develOpnlent and evaluatlon of an
environmental management system.

This three day short course 15 designed to provide
an understanding of the ISO 9000 and ISO 14000
series of standards. Through ledufeS, practical
exerctses, and dlscu$$fOns.parlldpaltt$ wi" leam
how to apply t.heM standards to the fOOd
processIhg industry. In IddlJon. each partldpant
wlllrecelve a detailed set of course not.... 8 eopy
of the 2000 wnslOn of the ISO 9000 $8118 of
standards and • copy of the ISO 1-4001:1.
standaR!.

FOOd processlriQ companJes that already
regiStered their quality manBgemem systeM to ISO
9000 O8n beneftt from this COurse by gcdnlng an
understanding of the new roqulrement& that have
been Included In the 2000 version.

Outline

• Overview of ISO 9000
o ISO 9000 family of standards
o Language of ISO

• Moving from ISO 9001...1994 to ISO 9001
2000

• Understanding the elements of ISO 9()()()..
2000

• Developing the Quality System
o Developing the Quality Manual, Plan

and Objectives
• Documenting the Quality System

~ Structure for documentation
o Format strategies for documents

• Writing Pro<:edures Part I
• Audits and Corrective Actions ... Part I

~ Check lists
o Audit Plan,
o Audit Matrix

• Writing Pl'OC*lures Part II
o Developing a procedure

• Audits and Corrective Actions Part IIo Developing a cheek list
• The 2000 revision of ISO 9001
• ISO 14001 environmental management

system
• Registering the Quality Managtlment

System and the environmental
Management System

• Integrating the Quality Management
System and the Environmental
Management System

Faculty

Dr. John Surak
Depart. of Food SCience & Human Nutrition
224 Poole Agricultural Center
Clemson University
Clemson, SC 29634-0371. USA
TEL 1·86+656-2786
FAX 1..8f3.4..656..0331
EMAIL jsurakGdemson.edu

Dr. Surak is the Coordinator of Intematlonsl
programs for the College of Agriculture, Forestry
and Ufe SCIences sndts a full professor and
Extension Food Saentist at Clemson University.
Before joining academia, he wol1ted for Mead
Johnson Laboratortes and Wyeth-Ayerst
LabOratOties developing nutrttlonal fOOd products.

FOR MORE INFORMATION:
Richard F. stier
Director, Technical Services
Morad S. Ahmed
co-.Olrector, Technical Serkes
Agrfcufture Led Export Businesses
ALEB
12 Dokkf Street. 8" Floor
OOkkil calro
TE.L 02*34&-07281338--1445
FAX 02..~e..o729
EMAIL lfSiU~,Ql&

~tpe,com

1..1
• February 11 ... 13, 2001 at 9:30 in

the Cairo Marriott, Zamalek ...



REGISTRATION INFORMATION
ISO 9000

Name

TlUe

QQmpaoy

A&ldr~s~bJ 'f I.

TEL

FAX

Email

Attendees may register by calling In or f~ng this
registration form to ALEB. Tney may also register 01'1
toite. Please let us know If you plan to attend so that we
can plan appropriately.

There will be a 250LE registration for this program.
Registrants will receive 8 course notebook,. lunches and
coffee breaks morning and afternoon on each day and a
certificate of partlcpation.

For further details, contact:
Agriculture Led Ex~ort Businesses (ALEB)
12 Dokkl Street, 6 Floor
Giza, EGYPT
TEL 202-338-1445 (6 Lines)
FAX 202-348-0729

ISO 9000 FOR THE
FOOD

PROCESSING
INDUSTRY

A SHORT COURSE IN A SERIES
SPONSORED

BY THE
AGRICUllURE LED EXPORT

BUSINESSES PROJECT (ALES)
CAIRO, EGYPT

&
THE CENTER FOR ADVANCED FOOD

TECHNOLOGY
PISCATAWAY, NJ, USA

USAID Contract No. 263-0264

• February 11 - 13 • 2001 at 9:30 at the
Cairo Marriott in Zamelak



JOHN G. SURAK
Department of Food Science and Human Nutrition

224 Poole Agricultural Center
Clemson University

Clemson, SC 29634-0371
Otrice: (803) 656-2786
Fax: (803) 656-0331

E-mail: jsurak@clemson.edu

EDUCATION:
1974 Ph.D., Food ScIence and Toxicology, University of Wisconsin, Madison, WI.
1972 M.S., Food Science, University ofWisconUl, Madison, WI.
1971 B.S., Food SCience, University of Wis(Xmsin, Madison, WI.

CERTIFICATIONS:
ASQ Certified Quality Manager, Certificate Number 7.
ASQ Certified Quality Auditor, Certificate Number 19454.
ASQ Certified Quality Engineer, Certilicate Number 20200.
Quality Management Assessor from S1rebblng and Partners InterT_IionaI,
Certificate Number 596.
HACCP Train-the-Trainer, International Meat and Poultry HACCP Alal1C8.

CURRENT APPOINTMENT:
Coordinator of International Programs for the Colege of AgrlcullurB, Foreslly,
and Life SCiences
Coordinator of Food SCience Extension programs
Pr0f8ssor of Food SCience

PROFESSIONAL ACTIVITIES:

Management responsibilities

Coordinator of international programs for the Colege of AgrlaJIul8, FontSIry IRS
Life Sciences. Responsblities inckIde management of the budget for the colage's
international activities. Identify and develop priol1lles that support the intemational
activities of the College. Lead a faQlIty team to implement the intemational
priorities. Identify and negotiate international exchange lIgiI BBITl8lIts. AJ"rB Ige for
sludent exchanges and serve as a I8SOUrce for faQlIty excta1ges. Coonillate a
Department of Education FIPSIE grant to develop an international MBA prug"M" il
agribusiness.

Managed industrial research programs. Responsibilities included budget
development and management, marketing of services, and human rasource
management Supervised prof8Ssional and teet.'lical staff. Conducted annual
performance evaluations. Provided reports for corporate executives. Lead cross
functiOnal teams to assure the smooth and timely execution of projects. Set



priorities for research teams. Technical management responsibilities include new
product development from concept through production runs, qualification of
suppliers, construction of a pilot plant, and packaging system evaluations which
included package qualification studies, shelf life evaluation, and simulation of
transportation studies.

Coordinate the extension programs for the food science department.
Responsibilities include developing identifying and developing priorities that support
extension activities for the department. Develop and manage a bUdget and lead a
faculty team to implement the priorities.

Served on the initial Certified Quality Manager Task Force for the American Society
for Quality. Responsibilities included defining the body of knowledge for the
certification examination and developing the certification examination. Serve on the
task force to develop the Certified HACCP Auditor examination. Responsibilities
include defining the body of knowledge for the certification examination and
developing the certification examination.

Extension (Public Service) Activities:

Provide members of the agribusiness industry, county agents, and lay persons with
relevant and timely technical and business information. Provide technical
assistance, federal regulatory updates, and education and training programs
primarily to the small and medium sized food processing companies of the State of
South Carolina.

Developed and lead the first cooperative extension program using total quality
management principles to help South Carolina agri-businesses increase
productivity, effectiveness and efficiency while decreasing production costs.
Identify extension program priorities, develop plans of work, develop and manage
budgets, report accomplishments. Serve on the State of South Carolina Food
Safety Committee. Served on an FDA committee to conduct an economic analysis
of HACCP programs. Developed a strategy to increase the effectiveness of
HACCP programs Provide both public and in-house short courses on quality, total
quality management, statistical process contrOl, and ISO 9000 for companies and
governmental agencies. Worked on a USDA team which revised the quality
assurance system for the purchase of commodities by the Farm Service Agency
and the Commodity Credit Corporation. The effort was recognized by the
Secretary of Agriculture.

Provide training and consultations in total quality management to a variety of
organizations including food processing, packaging, chemical manufacturing, textile
and discrete parts manufacturing companies. In addition, provide consultations and
training in TQM to service organizations including utilities, banks, academic and
govemmental organizations. Serve as an interface between customers and
suppliers to assist in developing winlwin opportunities for both organizations.



Assess corporate quality management systems using eltler the ISO 9000
standards or the criteria for the Malcom Baldrige National Quality AWlWd. Develop
feedback reports on assessment fildings. Work with upper management to
develop strategic quality plans and to becoma customer-«iven organizaliOl1s.

serve on quality Improvement initiatives at the national, state and local levels.
Serve on the Board of Examiners for the Malcolm BaldrIge National Quality AWIWd
from 1990 through 1993. serve as a Judge for the 1995 through 1999 RIT-USA
Today quality aJP. serve on the 1995 through 1999 Panel of Judges fOr the South
Carolina GovelT1Ol's Quality Award. Responsibilities include instructing the panel of
examiners, and selecling the award winner.

Teachilg Activities:

Teach an undergraduate and graduate course on quaIily management in the
Department of Food Science and Human Nu1riIion. Int8giate the principles of TQM
into this course. Apply the principles of conti1uous plecess improvement to
improve the effectiveness of the instructional process. Supervise graduate students
who want to apply the principles of toter quality management to the business
process.

Research Activities:

Manage a rasea,cI1 program to improve quality and produdIvily in indusIItaI
processes. Research activities center on developi1g stalislicallDolS toev.'" the
effectiveness of industrial quality assurance programs and suppliers. Identified
products and markets to increase the international trade opportu1ilies of South
Caroflfl8 companies. 1l1is wortt is being conducted through joint projeds with the
Department of Agricultural and Appled Economics. serve on a national team to
conduct an economic assessment on planned FDA HACCP regt1IaIions.

Develop a method to property apply the use of control charts to monlIor HACCP
systems. Conducted studies to determine market acceptabily of US proclJct in
foreign markets. Developed a method to assess the effecIiveness of quality
assurance systems. Assessed the quality essurance system the Col'I,1OCIty Crecit
Corporation used to purchase three food products. Recommendations allowed the
reduction of over $5OO,OOOIyear in analysis costs withoUt reducing the risk of
accepting poor product. Currently, providing training and technical analysis to the
Food Safety Inspection Service Assisting the Agency's policy group in applying the
principles of statistical thinking and statislical process control to redesign the
methods used to ensura that slaughtered meat is safe and wholesome for the U.S.
consumer. Starling to develop a method to assess the nutritional needs of people
receiving humanitarian aid from the United Stales Government



International Activities:

Built the international program for the College of Agriculture, Forestry, and Life
Sciences. Set priorities and manage a bUdget. Structured the program so it is both
faculty drive and meets the international priorities for the University. Recruited
students for exchange programs in France and the United Kingdom. Manage an
exchange program with the Brazilian Ministry of Education. Advise undergraduate
foreign exchange visiting scholars. Identify opportunities for international faculty
eXchanges. Served on a committee to develop international priorities for Clemson
University.

Provided educational opportunities to intemational audiences. Accomplishments
include: Serve in the Clemson University - Federation des Ecoles Superieure
d'ingenieurs en AgriCUlture (FESIA) faculty-student exchange program as an
advisor to French exchange students. Teach Quality Management principles at
Ecole Superieure d'Agriculture d'Angers, Angers, France and Institut Superieure
d'Agriculture, Lille, France. Provide wor1<shops and short courses on quality
improvement, ISO 9000 and ISO 14000 for Asociai6n Nacional de Tecn61ogos en
Alimentos de Mexico. Provide technical assistance in TOM, ISO 9000 and HACCP
to the University of Putra-Malaysia, Kajang, Malaysia. Teach in Europe a quality
assurance for the food processing industry. Serve as an external examiner for the
University of West Indies, Trinidad· Tobago, West Indies and at the University of
Putra-Malaysia, Kajang, Malaysia.

CHRONOLOGICAL EXPERIENCE:

Professor (1989 - date), Department of Food Science and Human Nutrition,
Clemson University, Clemson, SC. Supervise graduate students.

Associate Professor (1986 - 1989), Department of Food Science and Human
Nutrition, Clemson University, Clemson, SC.

Supervisor of Nutritional Product Development (1983 - 1986), Wyeth-Ayerst
Laboratories, Inc., Mason, MI. Supervised a prodUct development research tearn.

Senior Scientist, (1980 - 1983), Bristol-Myers Squibb Co., Evansville, IN.
Supervise professional and technical staff.

Assistant Professor (1974-1980), Food Science and Human Nutrition Department,
University of Florida, Gainesville, FL. Supervise professional staff and graduate
students.



PROFESSIONAL AFFILIATIONS:

American Society for Quality Control; Fellow; Serve in menagement andleB~
positions at both the regional and national levels. Activities incUde: mentler of
the ASQ Standing Review Board which reviews short courses and pubicaIioIlS
for Quarlly Press, 1992Gte; Member of the Palmetto Section Bon of
Directors, 199(kjBte; seaetary of the Palmetto Section, 1990-1; I8C8iIification
coordinator for the Palmetto section, 1992-dale; member of the Ceililied
Quality Manager Advisory Team, 1993-1996; member of the CertilIed Quality
Engineer Advisory Team, 1994-1996; member of the Technical Pn:igiWlI
Committee for the Annual Qualty Congress, 1995-1997; member of the
executive committee for the Food Drug and Cosmetic DIvislon,1995-1996;
Standards Committee, 1999-date.

Editorial Board for the Quality Management Journal, 1993-date. AcIivIIies indude
serve as chair of search committee for EdilDr~hief.

Food Industry Association of South Carolna; Seaetary, 1987-date; Reconti'1g
Treasurer, 1~ date, member of the Board of DIrectors,1990-93 and 1996
1999.

Institute of Food Technologists; Professional member; serve in management and
leadership positions at both the regional and naIionaI levels. AdiviIIes
include: scientific lecturer in quality for the national orgmzation, 1990-1996;
Chairperson of the Qualty Assurance Division 199495; ChaIrperson-EIec and
Program Char of the Quality Assurance DIvIsIon, 1993-94; mernber of the
Executive Board of the Quality Assurance Division, 1991-94; Chairpelson of the
Quality Assurance DMsion 1994-95, Chairperson of the Dbde section 1992~
Chairperson elect and Program Chair of the Dixie Section, 1991-92, AII8mal8
Councilor 1997-2000 ; Member of the Codex Committee, 1996 98; mernber of
the Expert Panel Committee for Food Safety and Nutrition. 1996 - 2000, Chair
of the Expert Panel, 1998 -1999 Past chair 1999-2000; Member of the SciellC8
Communications Committee (1998 -1999).

Malcom Baldrige National Quality Award, member of the Board of Exani18iS,
1990-1993.

South Carolne Govemor's Qualty Award, Judge, 1995-date.

RIT-USA Today Quality Cup, Judge, 1995-date.

Judge for the 21"' Century Organizational Excellence Award presented by Clemson
University Alliance for PEOPLE; 1992 - 1998.



HONORS:

2000 Hammer Award for Reinventing Govemment from A. Gore, Vice President
of US

1999 Department of Agriculture Honor Award from D. Glickman, US Secretary of
Agriculture

1999 Clemson University Board of Trustees Award for Faculty Excellence.
1998 Fellow Award, American Society for Quality
1998 Distinguished Service Award from the Quality Assurance Division of the

Institute of Food Technologists
1995 Meritorious Award from the Food Drug and Cosmetic Division of the

American Society for Quality
1994 Mae-Goodwin Traver Award from the Food Drug and Cosmetic Division of

the American Society for Quality
1993 Certificate of Appreciation from R. H. Brown, US Secretary of Commerce.
1992 Certificate of Appreciation from B. H. Franklin, US Secretary of Commerce.
1992 ASQC best paper award in Quality Management from the American Society

for Quality Control
1991 Certificates of Appreciation from R. A. Mosbacher, US Secretary of

Commerce.
1991 ASQC best paper award in Quality Management from the American Society

for Quality for Quality Control
1991 Panel of Judges to select the top 100 industrial organizations for C/O - The

Magazine for Infonnation Executives
1990 Certificates of Appreciation from R. A. Mosbacher, US Secretary of

Commerce

Honorary fraternities:
Alpha Zeta.
Gamma Sigma Delta.
Sigma Xi.
Epsilon Sigma Phi

Listed in American Men and Women of Science.
Listed in Who's Who in the World.
Listed in Who's Who in Science and Engineering.

PUBLICATIONS:
Over 100 pUblications, 190 presentations and 85 short courses in the areas offood
technology and quality management applied to the commercial food processing
industry.
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ISO 9000 for the Food
Processing Industry

Dr. John G. SInk
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8ectIon 1
Overview of ISO 9001
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THE GLOBAl MARKETPLACE

INTERNATIONAL ORGANIZATION FOR
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REVISING ISO STANDARDS
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DEVELOPMENT OF THE ISO 9000

QUAUTY MANAGEMENT
STANDARD

ISO 9000 series of standards
• ANSIIISOIASQ Q9OllO.2OOO
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• ANSIllSOfASQ Q 9001-2000
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ISO 9000-2000
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ISO 9000-2000
• Strengthening of the management
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DIp lizaliomll performance

Companies purchase products

Companies expect the products to
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and expectations

Companies do not purchase a
suppliers registration
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ISO 9000-2000
• ConIinuBlImpIuvemert
• "-III CllIIClIpt
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Terms

Terms
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Terms

o Contlnuallmprovemenl
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Terms
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Terms
• Quality assurance

-11rt d quelIy~focuMdan
providing confidence thlII queIIy
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• Quality control
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Terms
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8ecIion2
Moving from ISO 9001-1994 to

ISO 9001-2000

ISO 9001-2000

• The cJocur.DIIun ..... cIaea nat
'-10 be IWllIIIlbeIwd

· n.. ...deal ... kl the I1lqURd
IIIlOI.Ill d docun.lII6A,

· n.. can be _1IIICk...1D
.....,.. 7 - Product,.- "'.

ISO 9001-2000
· n.. ••lUldor_

requIIM....
_~" 9 77 7' i

-CanInIII',+Ucu •
-llpdy....~..,IIlIlIPUIIa'...

" J-i
\t - ,\ •• , .JJl'JI u- c.1J.1I

" ••• -,\ •• , u'JI~

...&... ,aJwI~" ....--y •
.i- .- v..a oJf4....

~..,.w..Y~~W ......~do.·
~

"••• -,\ •• , .JJi

~..~~ ...................,6IU
~~

....". JUI..~,...;a.~ ..,.s-
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ISO 9001-2000

• There are some enhanced or~
requirements
- Ii lJCi ad commitment fA top m8nagement

•~ tho qUllllly paley
.CommIImIlflltD~ F U the

qUllllly..-..1y8lIrn
• F_rar-*'ingond"-,,,
.-re'j "_.MoI_4-----

ISO 9001-2000
• Quality objecIlYes

- NMd III'" _1In:lIonI1I1d....._. in the__

-~
- Coo_4 with qudIy pcIcy

- MMege the c:h8nge~
- Appo/nIlI the__4 """__
- p ofcuotomer

requHt.....

ISO 9001-2000

• Internal communication
- Comml.llicllionl '*-vnu__

Bnd 1In:lIonI of the queIly ""'nlglment
sy8I8m

- Comm..,iclIIiant on the iIlIYllclN. _ of
the queJIy rnanaouen-t eyolom

~ ... - '\"'.J.>.i

.,.,..J........ .:l,l\U.I v-."" .
I,IoJ ;P'Il rJJ<I ui iJI<j-

.;,..... u,.,~J •
;,..,J ;;4 rll"'~~ rJ]itiI·
.Io>-.I.)oJ;,..... .....,.1~)Jlo! •
"'PfI a..JjO'~ ui .;...;I'

y ... - '\ .. , .J.>.l!
~ o.I.lOI •

..:lU-I-.,u...I <l..:I cJD ......
vI<ID u,II

;,..... u,.,Ju....-
......,.~.J~
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..::l-J ~"'.;.J"'~-

~o:Mo4I'

.....~Jau.", .:lU-I "" ":''>'I..ol\'I-
.;, ').If rll"' c.loJ.>

.;,..... 'J.1I rll"' " ""'" ":''1'1-1-
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ISO 9001-2000

• NeecllD pnMde the--. Illd
Infr8IlrUdUr8lD mainllIIn the quIIIly
Il18nagement......

• NeecllD IIIlIIIlIgll the WIllk envlrOl..1IIlt
lD lIChitMt pnxIuct requnm....

ISO 9001-2000

• NeecllD Illc:llldl..mlllcl~" lXi" II! ICe.......-
• Neecllll gIw ...11IDI i lD IClIIlDlMr

-eWUJoan.
• NeecllD _1ClIIlDlMr .............

or U "7 :"01,
• EIf1Ic:INe IIIIIIDn wtIh the ClIIllliIW

ISO 9001-2000
• D8IVlIlld dll\;I'~....... 1lIIII

be ~illlllc

• De'ermlne the eIfIIc:I atu'-.at an
ClllIlIlIbIIIlt ....OfdelheNd pnxIuct

• Conduc:I ph] [ ~n leA n
• AudlonIIlIIII be~ -1mI*lIII
• Den......tIIIly atallRlCIlIlD

IiChIlIve plII.llId rwuIIII

.... Ui.:II~ ~ •.J ..wt~ •
.I> ,u;. .J~

~ Jo»lf ....I.JoI ..I-' ~'.H~ •

Y••• - '\ •• \ U'"
·rW""~IoIII,~'VI..I~ •

•.:1.01 w.-" ~'VI ..I~ •
..j.ao.J,...j w..J~~•

. e-...~.I.

Y... - '1 •• \ .JJI
.~~ I ,....,. ~.JO..,..:J .
Jda,Jlol,J. ,....,. ,.} ....oJ, i- .

~
.~~ ...~.

.................. o).IIoI~U#V •
.w....Ip~,J.~.""'~ •
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ISO 9001-2000
• Analyze data to determine where quality

management system can be Improved
• Manage the process tor continual

improvement

v... - ~ .. , J~I

.,J. .:.o-:a .1..-.1 e....... ..,wI~~ •
."'...... 5J:j rl10l

.JO-I u.-:J Jol <Jo ':~hJ:j •
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Section 3
Understanding the elements of

1809001

I I
R I I• I ICq

I Iu u

• I

" • j• •• •••
l• •

• n•• -Rna.- I-" _or

BasIc PI8I1'Iise

Top IMNIDIftlIIIIl......... Ior
the delIelllpll18l1t, i1npllmlnlalion.
IIIlIIMInIInance of the quality
m1111lg8111111t ......

so".l'~ ,aa~~ &I.Jl- ...... '.PI'

~QL.I..""'"
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Need to develop an
understanding of the quality

management system using both
ISO 9001 and ISO 9004

Answer the fonowing questions using
both ISO 9001 and ISO 9004

• What does ISO 9001 require?
• Are there any collllldellltions the beyond

1509001?

• Wh8I are the required documents?
• If !here are no required procedUIM, do

you reCXlITlmend any procedures? If 80

what procedures.
• HowwlU you knaNthatthe proce88ls

elJectively controUed?

Example

r1~ \>.".J1 s).>!~ ,.ti .)! ~~
\.·t JjiJ \ .. 1 Jji

-l Uo1..~~~ ~~1 ..& -'
\ • ot JjllJ \ .. I J.A

" •• 1 ~..Ai~ .... I.o.

,\ .. 1~~<$~ .:IJi-'olb Jo •
'~<lZ"' .... 1.o •

n.......... ~;. Joi .~jI o.:w"l.:loI ~,:J ). •
no..-;. .:1.1 '11.)

"*~.,,.J~~ ,:J u,s •
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Exercise

• Group 1
-e-a

-1.1 2' S 7
_un ...
·13 ........
.... n, .".--,_

7 •

-u.'III a uaI'"

• Group2
_s ill..., ......... 

-&2 "--_
. u 77 •

·tA WDdra t

• Group 3-Bu._
• 7.t ..........,.- .7
• 7.2 C 2 75
·7OS ....._. "

la.......
........

'.JIll ~S' 1_·
......; J!fo' 1-·.......,....

.:JA,JIt.J ........ d.l~.d-II--.
•.JIII ~.I" _.

'4.rooo1 •
~

~~.JN .., •......~~ ..,.
It-UII-..~, •......,,1-,.

1"4...... •
~-.....,..I"WI ......~_ .

..,Yo .
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Exercise

• Group4
- Elementa

·7.•~
• 7.5 -... ond _ pIllOfoIon

• U CanIrol "'_urtng_

Exercise

• GroupS
-E""-*
·1.1_
• 1.2 Moulo( Ii .1. . ....
• 1.3 CanIrol "' produal

Exercise

• Group 8
-~

• 1.3 CanIn:II d _=0'. .... PIVCIUCt
..... AnoIjIlo"'-
• U In..a...I1I....

l~"""'·
..,..u.J-

~Ju1.lJ1 i-v.
a..a.1I.I~I ~~ o-Y •

uo"'loJHoI ¥J'" ,-v·

.~........
..,..u.J

... \-A.

IJ¥J.I a,I,JJt Y-A •

..........~1 .)I> e""" ....,. f-A •

,~........
..,..u.J

.......... oJollo.lI .)I> lI"-" ..,..., A-f •

..:.bI"U ..ltW A-i •
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Section 4
Developing the Quality

System

Developing the quality system

• ISO 9001 pnMcIee • gukIe for the
quaIIy 8)'IDm
-Calol_ d.......
....,..._ " I"

-ElMiI lDfanlI ......
,_ J E••~

QuIIIty M11118g11M11t SyatIm
ApprucIl

·c' ",.
• Fg I' h 1IlII IJ '1_
.o.w , ,~ p.
...... til obIIin Chjl eta.

• Fe t. h,," IIID_1ft .... I

• Af1IlIIII-
• D •••• _ ........ ,...... "
• AfJIJItt..-.. for oanIInuII1 ••uu_1I

........ ,uo. e-oo;~~ .. , .uI WSI •
~.~ ...~-..~....e-6'.JI

"~loI.lI;~

'PlUIla~~""""W.J.>AI.......

~.JI..~.-..s •
................:u..~.

.......'" dIW~.:.I,I~.:.I,I..J~ •
-'IJA~~ e-oo...

~~dIIoI·

MtlU,..:M.~~~ •
.,Jot-I.--~ e-oo...



2

Types of systems

• Management system
• Process realization
• Information system

Successful Implementation

• Upper management commitment
• Accurate -mem of current sylItem
• ellectiVe design. development and

execution of implementation plan

• Good projecl management
• Commitment of appropriate retlOUl'C8lS

-Time
- CompWlr ..ppart

-wontPi ..... tIDw...'.'.1CI

Implementation process
• start to define the quality management

system
- Define the -...
- Define the quaIly policy

• Develop and undenltandl~ of the
requiremenlll for the quality manual
-Scope
-EJcll....
- Proc:eckna
-1rUnoclian .vi linklIge _the pMa

at the _1Iy _11IIgefIWlt eyMem

'.J~,Jol'

~~.

..:.l.;"'~ •

~ •.J'tI ~J1' •
,.wf"JP~ •

~~""-''''''...,ldIJ''''''''~ .
·t........ ·.J'I_ .

.l.O:U 'J~.JI<Jl •
...,........~

.........~ ...... UI/l....'" .J-J.:UO ......

~1~
~ 'Po ,Ill ..JuG.) •.,. •

....,saJ... .JI'-

$.l....H.~ .JI' -

~"""'_'~1 .
~J...

~.... ,,".:AoUlW~

u,I..I~.....'11
""..... 'Po~ .1j,.l ""~;a.. JoUiI-
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Scope

• UrnIbIIIaI. In lhncopelllUlt be dellnId
In the quIIty III8IllIIII

• JuIlIIIed lIlldIlIIonB
-7.3 o.Igrllnd .... I, ...
-7.4 Idoi rT 'cu_bit.,
- 7,5.4 Q I LW $II1I$IIIlr
-7.8 CGnInII af .....""0_
.-tIlI-"-

• JuIlIilcILiIon riVllbidlolL ID ISO 9llCl2
11194 or ISO~11194 C8I1IlOl be
cIMned

• JuiIIiIIc4kin ....- P9dd5'W do not
requn CIIlIlClt be cllllrned

Quality Polley

• Col " it wIih top lMIi1g11'1le11h
vIIlon 8IId lib_,

• Dellnea the l'olICIWInlI
-Qulltr......,
- Dnciiantar...,
-Otj ",.tar...,
-Cw",..,.......,
-".,....,01. IQIa

-CareuIIIn..uu....c

...... .»> oJ.-wa oJ.-....-.J ......
~..-I~'

...."....1"-'1
~.~e-Y.... .:aa-__

oJAI'.~~aMl~.,. '\-Y-

•••,.ul:loo&.;~uj:~;~•
I.e - ...t' ....e-

... o»W .........·111 ...... J :<U.JjIo;~ •

,~""'Io~'"

IMP~• ...,a aP1'~e- dIIi •
:,p~.

.&a.......~-

I> ~,J'-.r-

1> ~oJ ....-
I>.JoIMoli~'

'.J~;.r

.~ ....-
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Quality Policy

• Coll8ideratiol18
- Type IIJld fuIure ct Irnproveme.....
- Desired deg_ of cuotomer aatlafactlon

-Awneble_
- Conlribuliona of ouppiela end partners

Quality Objectives
• Coneistent with polley
• Commitment to oontlnual improvement
• Mesurable
• Achieve a poellIve Impact on the

following:
- Pnlducl queIIly
- Opeielionel.-.-
- FInencieI perforrn8nce
- SootiIIfaclIoo' end COl o1kMI... ct ..

ol1II<Iholders

Quality Objectives

• CollBlderatiol18
- CII'renI end Uure neede ctlie

0flliI iziIlkMI
- FInclinge ct _ ....,.._revIewe

- Pnlducl ..d praceM p...foll"....
- ....... ot ee11ofect1on of Intereeled perllee
-6elf ••_ment .......
-B.nchme....
- Reeou needed to fuIlIII~

d).;»1 •

:I,£.. ..~.;J~ e-"
.:l-J '-") Y\ool ~p

<..u.I .)~

oISjolt~ Ul'J..-l a-M--

i.l~ Ul»l
~e-Jil' •

~~ tl:Pi' e-".tl •
()'I,oilI~ •

:.)0.~ Ifl .;;.:; •
~ ..~

.:l,l.o) .....
..u .1J'it

.el-I~~~ '-"or

d).;»1 •

<S.)ololl .........~ .....~~

').'1\ daol....e!ll
.:l,l.o)~~ .1.:1

....... ~~'it '-"J ~J'
.,111~ e!ll

~.... dJJL".JIo!
...:b.'it~ Y\ool .)~-
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Quality Plans
• IIlPI*
-a c'
-DrIIMdwuw' " WIll 'i 11.._
_ ..... _ ., 1••afel 7 ....

-5 ,,*,..........
_ Pedao,,__'"far II' ',,_

pi

-1dIIi'F ,~

Quality Plans
• 0Wpula

- ...._Ira $ r,.. .......
-R PI • 5, _ UhaIty

-".0 =111
- daau ...

Introduction to doaa'nentatIon

• G8ltIer 6ldIlIIG cIcIcurMnlI
• DlIlIne 8Ild cIlMIIop flow cIIIlPi..~

fIllIIlIIG pm ,
• WlII pIOCllIdIna fram flow......
• Irnplemert the~ lrnpnMrneIil

proc III

~.

~~

~1-.II.....'lII-
.:J..T~..~

~...~
~..~oIA.,.~

u...I..,..,JII
..... r1.;J~.JA

.~o»w-

~"....

,,~...;j~

~.. V.J)-l
-"dJIo
~.J1I\r

a.w.-~~.

~~~-....,I~..s-.,..
a.w~

_ JoJ.JIoo'"~~.JO'll'" •
.~~a.a-lIII·
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Continuous Improvement Process
• Evaluate the existing situation
• establish objectives
• search for potential solutions
• select the best candidate

• Implement
• Measure, verify, analyze ability to meet

objectlve8

• Formalize change

Suggestions for implementation
• Implementation must be a prforlty area

- KllIke lime 10 deIIeIop 1Ile ayol8m

- The~ muol be irUgI_ aver
mUltiple m-uement funcIionlI

• Involve all employ_ who are part of
the sylIlem

• Prepare to adjust the Implementation
plan

• standardize the current pnxe•• before
modifying pnxeU88

Suggestions for implementation
• select the proper leader of the

Implementation procetIlI

-AuIhcdy
-Ur.""1he__
- Pmject man-uement expel.....
-~. _ commitment to ISO 9DOO

- SulIIciont lime

~~~

~I.) o..Il....~ •

~~ .....JI>~~~ •

~ J.,Ia. (J6.:...l •
J).J JwolI )IaI •

j"illl •

It>. JlWl I'~~ .)0 pi '.)lI uJ.I. •
.~~

'~.) .)Md~ J!Io •

~I ~I ;,;rJ .:.6.IJil
yj __ws.J~ •

::Iulo tlI~ ~,uolI ~

oUjIo'it 4l..:l'it ~,uolIlf'"' ....
,uolI~ ..... J'.s~ •

JHlolI u...~~ •
.\o.lJ-> j~ "" v..» -.w ...." •

~~~ .:.6.IJiII

~ v-J ~'III AD ':'.)OJ •

4-..,PJ '''." .JJ~
I.vo- J,.)~ ,011
~ •J.:! ,.".)11oo <1-

, ... ~j;Y4 tl~~ 'Jjl<l-

...w~.J..,J-
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Suggestions for Implementation

• The qUIIlIy prcIClIlIIna lIhouId help
ernpIoyB.I do lhlIIrjab
- PnIcecIIna IhauId nat ...........

• UIe~_andCQiwnan-• DeIlgn the &ylIhIm to help the anpIIIy
IIlIIlIt CIIIlameI MellI

• lJIe a qUIIlIy plII1 fann

Exercise

Develop 8 quality policy and
quality objecllves

~ u.-:a ciJIIo'lI&J~
,.aIo...IJ .... c:PW ..w....... .:ioI.JtI •

"~~""'iJI'lII.....
I.ooJ dWoII..~.. .J-I __~ •

~~ .... u~......,-=-,au,... ..,.,
••~.••Uw.·1!1....~ •
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8ection5
Doa.menting the Quality

System

• PiCHld8.. eoId '-fertile quIIIIy
mallgelll8llt ......

• MUll be --.y III _ ..

• PicMdeagrgundwalkfDr~
• MUll be IInIGId licJgliltl.-1ll ram •......
• Emplo) III Il8IId the .... lXIIl8Ct IIId

8jJIlIllpilii cfacI.I'nenIa III do their job

• KNp cfacI.I'nenIa....

• P8per
• .....1liIlIc
• EIec*oIIIc, aplbII. CIlIIlPl*rcIIIlc
• PtdDgIlllll*...........

.".... '.Jot ,aIolIlW.J~ (JF> •

~,.s..a"""d ..... •
Uo-lI .... (JF> •

J1A~"'" .:J!A1.Iio d ......
oIhrJ14~ ...~~~'1~~..,......

.u.. dII~,)ooI •

3w J'b •
.~-sa~~~~.ua .

~:I'y.;~.

.w.J~ •



Control of documents
• Approve prior to ......
• R8YIew Illd update llld ...ppnMl· '-ifl'-,,-cu!Y8I1t-_.
• EnIunl cu..... ......"....WIllable
• EnIunl documents remain Iegillle Illd_If

1denlIIiaIlle.
• CaNrol dacumenllI d exIemoII origin
• Prwent ..linlWlded.-d_

cIacurnenta.
• IdenIIfy __

Standard documentation system

RECORDS AND IXICUMENTS

ReqUired Procedures

~)I~JoO
~~ IU..lol':;' •

~.MM:i~~.l~jJ •

....,.1 e:.-~~ ,~"..:; •
.UfI.W~ 4l,>j )I.,l.:!-'o •

.\0jrl <JS.ou So JIl"J .... .:!-'o •
.....JaI .)looOool.:tl JIl"J ....>- •

.tUUi ~)l ......... ; ~~ e- •
lI.i.U ,;r."J jrl •

2

·4.2.3
·4.2.4
'8.2.2
·8.3
·8.5.2
·8.5.3

Control rI documenIII.
Control rI qualfty recoRII.
Internal audit.

Control rI nonconformity.
CorredIve action.
Preventive action.

.~"J .>- f-T-t·
.,.....~ .>- I-T-I'

.~.. <-.J.;JI .c-H~'

.u,u..a F ~'tI. .,i~ ~~.

•.1.... , ~'Jt'"I' ('-....,..
~ .:Jol.lO'l' ~-""A'
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Records
• PnldlICtlaft.-dB provide .dI8bIe

proofJob- dane
• 0Iher.-dB

-Sp 7 '. i._-
.-...

-A a ; n •
-......
-F.-

Control of records

• Iden1IIIc:Itian
• SIDnIge
• p'Ot....1I0h

• RIIlrIlMd
• RIIlIInIIDn time
• DIll: "hN,

Types of Recorcla

....1 7S 2 ......
•u.z.. 5, 7.~_..

$ ,
.7.1... _ , 77

P .....
... 1 5 2

'7U _ _:' ,.-. ,.-..-.....-..-·7.&2 Doo!to'..... :, ''-

".J-I~.-~~".a,......,)oI"'~ ........
••

-~ ........
o:&.o~

,&~, •
~olIII.U1_.

~~

0:&.0"'
~-

JIIo* •....
~.

t..~'lII........
lelJ<loi."..a •

'.'" de''''
1.JiIl~Jo ...,_ •

.a.JfIJJ~.:AM~~..~..J> 'EyE'.
....h~~.:AI-;)..... '-Yo

~,;~

,&ooI.......a..tIoI ~,}OIeD ,-,..y.
"'-'~~IW,II ...~
.~..~~ '-'!'-Y.



Types of Records

·7.3.4

• 7.3.5

·7.3.7

..... tJI........d_.i.1t.....end...," •___
~~....Md deulllapci_1It
van "nMdenynlC ,-....... ot d. la,l""
VIIIdIIiDn any ft* .,-_ tI.._ tldooIgn onel
_lie; ••ch8ngea lind
n ry IICI:ioI.-

.... J-I.;oJ....,IUlJ~~ I-Y-V·
.~

.;oJ ....,IUlJ~ u- .JWI~ o-Y-V·
.~ .... J-l

"IJ ....,IUlJ ,.....~ JIb~ '-Y-V·
.~ .... ,Io-

~~.:J ~".~ V-Y-V·
.~ J-I ,h....,lUlJ

Types of Records
·7....1 _tl......._._onel.................... ".
• 7.&.2.d ...... ttIIIl ...........

_",. _tho
-....ouIpuI_lIo__

by wi 5.... " ...........
n ••••

• 7.5.3 UnIquo ....,' I tI...._b tAII,Io.~

Types of Records

....... J-~JcJI>""''''''~\-I-V·
."..,a

JIb .:J.I-~ 41~ .:i1..,.J , y-o-V.
.:Jo...... u-~~ y.:,..~~

.~y uJ.Io).,.". v- "t.~
ePl tJ.: .:,..el'd ,;i>d ..iII-lI Y-o-V •

~

4

·7.5.4

.7.1..

Q . 1.__-10.....
,-,-".far__far-.......... tar • "sar
.Ift " .flIrn1MU1tng-..TJ*t_no_orbol&._...---,tI..-__

-Irvoq:l" •• '_na11lI_wIIh IoIOqi 1.,....

,; ) ..JIll ) ~~ <J.-l.:lSlO.. I-o-V·
.,....:..:lIWo..

,..~ Y.:,.. <.J<lII-,Ml-...,... ci,Io 1,-v·
..)..,) ......~ .....u

-,Ml J ..... \.oil! u.u~~ ,-v·
.It!."..". .:JU....~ Y<.J<lII
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Types d Records
.&2.2 _

.1.2A _ar..- 7..,_
.. 2' ..._ar -..

5 " ....-·u _ar ..-
r .,
::_-......
:-

Types d Records

.u.J de'"
-U"I _'1 ....

- 0- tire~ JlI1lllI5dIn melt the
nJqUkemeitlalJllSO 8OO1-3lOO?

- WhlIl eec:tIor.lJIlSO 8001..2000.,
to thII JlIllllIdIn?

- WhlIl doU-88ClIona epecIfy?

- '- thII prac:eclur-.15IJec:tMr n
eIlk:lent?

<:iJ, "tl~

~.:JooI.,.IeD ,-,-A
w.a ....~el'oI~o¥>I-'-A
~ "-101~ """"'~; c1III..

~
,j..el'oIt-..u,.. _ ~ T-A-

·...... vJ~W'"'~-'J;...

w..a -'JoI,JOoJl eD ,......-
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ft •••
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,.~"""''''Io

n.tIII..~ .... .:IoI,JOoJl cJo -



1

SECTION 6
Writing Documentation

Part 1

Define the process
• Input

-1donIrr ........
- ,.,..................

• AdivIiea
- Qa oIl11W ......... 1nID pnIIducIa
_DS ....

• QljpulII-.......,- , _..--• 011.-
-Key........... , 5 =

Consider conducting a process
management study

.UoI......-d..-
• _the cUpuldthe..-
• DIlinethe..-_
• DIlinethe......--dthe..-
• Sj;..'i8IicaI1 ..-

-"""••n 2 , ..........

- .,..."111••_IDCIDIW8II,., ...........
_ n p '••pn:JC8U_

-~"inpul,..i.:."and"""

, cJ-i
~."II~
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~.

IllII'...,..aY~

....,...,w~...a

~.......................--.:.a.;.- •
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·~;-.w~ ........-.~-

~ ....~ ....... .w,YI .
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...... ~,..Ilo.i..".. •
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Process to develop procedures

Preliminary planning
Prepare inftial draft of procadure
- Documenl the actual proc8$8

Review draft
- Determine problems 81'881 In process
- Trouble'- dl1lft
- 1m"""", dl1lft

Complete procedure

• Approve procedure
• Pubish and distribute procadure

Document control

Pubish only e finfte number 01 copi.. of the
document
U.. only controlled copies in operations 
except when preparing revisions
Do not write on controlled copi..
Ensure employees hIM! eocees to
appropriate documents
Mey want to Imft the number 01 copies that
are given to managers

Document revision

Revise procedures when needed

• There needs to be a process to revise and
change documents
- 1.lann..-.-non! oIproflOO8d chango

• set. prtorIy for the change

- UIe Iho documentation ........
• EmpIayHa that crnt.d the 0fIg1nal doCUment should be

Plrt fA the IWllIon proc.-
- Hghllght _.In revised document

- Record the revision Including ruaons for chang.
- May want to use an effective date for the change
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Suggestions
·AIk ..........ofqo-.a-__I.,..lD..,.,-_....__lD_lD_..

II1llugIII?

- -- _n.__
• Kaapdocum olmpIa ......... lDgoi

!he jab CO"'I" 7 I
- DactII......._ ........;1 .11

• Uoe. COiOlill&. t'onnatlor~
• CcnIldor IIN1IlIow ......... pall of...

documanI
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SECTION 7
Audits
Part 1

Quality Aucits

• AudIa---0, nIIId

-....,....-II', l' "
• AudIa , I mlile

-n. -............
-Tho _

Quality AucIts

• MonylJplaaf_
• QuIIIJ__........... for ...

""IJQ ••

• AudIa ..diINpIive
• _ ... _1Indng NOT_1Indng
• _ darmlne if••1 lillie prabIom io

oauring

VJ-i
~.J~.,.I~
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Audit Basics
• Ensure that processes are identified

and defined
• Ensure that responsibilities are

assigned
• Ensure that procedures are

implemented and maintained
• Determine that processes achieve

desired results

Define the audit

·DepCh

• SCope
Type
-10_
- EJlomoI
- Third party (_MIcl

Define ltle standard
Develop audit methods
Use formal 8Ud~ procedures

Report tile 8Ud~ results

Audit process

Preparation
- AppoInt the oudll_
- NoIi1y the DIlIanlzollon or unM being oudlled
- Identify, obtain, and revJew all relevant documents

- IloveIop tho oudM plan...........-
• ActIvttIn to til audllcl
• DocumIJntI and~ to be a&Id-.:i
• SCMdule.net agIInda
• Report r.qunmentl

- 8Iief liIIudit team members
- Devetop audit check-lists
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Suggestions
• The audl function should main independence
• The audlor must meinlain objectivity and

impartiality
• Audio should be condlcted at leeot once a year

- The IIttire quillity system does nol needed to be
audited In III _Ingle audit

• Sampling techniquee
• Collect objective evidence

Exercise
x:rz. Inc ioeued purcheee order 9085316.
dated 17 April 1999 from XVZ. Inc. to ABC
Ingrecfoenl Corp for 25 ball'l of non-tel dry
milk at $47.75 for eech beg of milk. The
owner of ABC Ingredient C"'" is a brother to
John Lelong. Ihe purchasing meneger el
XVZ, Inc.

XYZ,lnc _ ........ ardor llO8531•• deled 17
April 19Il8!ram XYZ. Inc. to ABC Ingledienl Carp
lor 25 bags of non-Iot dry mill< ot $<17.75 Ior_
bog of milk. The 0WII0f of ABC Ing<ed'lent Carp I••
brother to John leIong, the purct.8mg manager III
XYZ, inc.

1. An order for 25 begs ofnonfel dry
milk wee pleced on 17 April 1999

2. John Lelong gave en order 10
Bertrand Lelong

3. The value of Purcheoe order 9085315
is SUS 1193.75 without considering
discounts
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Audit Tools

• AudlI rnaIrIx
- CorNIIfe q&l8IIy.,..., .............-....01'_

Audit Tools

• Audit plan -.cJ lIChecaIIe
-c..-T...
-NJNI'/«q&l8IIy.........
- Au6Ir rNF cMibIe

Audit Tools

• CheckLilt
-KMpa .a-
-u..time · ..,
-AIDn fllrlhclnlugh __........

-Dalo ' .....,-,.,,, r •
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Audit Tools

° Audit plan and summary matrix
- Summarizes the aud~ proc_ and

provides a means to enaure that an
findings or concerns are addressed

Audit Tools

° Audit plan findings and concems
- Addr..... who is responsible for

addreseing findings and concerns
- Records when a finding or concern is

completed

Audit Tools

° Corrective Action Requests
° CAR status log
° These are tools to follow the Corrective

Action Request process
° Some companies will issue corrective

actions for any problem identified
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Audit Tools

• AudIt matriX
• Audit plan and schelUe
• Check I..ilIt
• AudIt plan and IIUIIIIllaIy matriX
• AudIt plan findings lIIICI cOllcerns
• Corredive AdIon RequelllB and CAR

lIl8IulIlog

• Notes fnlm enlJy and exit meellll1l8
• DocuIlllll1lll
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SectionS
Writing Procedures

Part II

Exercise

1. oe...Iap._ fDr ..-...., ....

Exercise
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section 9
Audits
Part II

Exercise

Exercise
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ISO 14001
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section 11
Registering the Quality

Management System and the
Environmental Management

System

Determine if registration is
necessary

• AI fDad .. ' ill CClII..........uld'-a
quallJn.q R.~.,-n__ or
..~_"ISO!lOll1AI fDad.. Inv
Qi' Gww ...
........I_.,-n _or ..
ISO 1400'1

• Food.. ' ilICCl11 IhauId ........
IhIirquaIIJ'" WH.G __,_It
.,..,.. liI _ ......

Benefits of ISO 9000 Regisbalion

• S'ayin ...Ir_ . ..--.......
i J 7 lUiC

• EJipwIlliaiIInklIWW ' lit
inlItn'Mia .........

• An' ipIIMId"--"",,-
• DIu II in ............d_.,.ty....
• ilKI' ..--wlillfKliui.
• Use d alago _ a -ilI \loal

• Savingin .....
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Selection of 8 Registrar
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SectIon 12
Integrating the Quality

Management System and the
Environmental Management

System

Quality Subsystems

• PeguIldDry requlrementB
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Egyptian OrgInization for
Standlmlzation and auarlly Control

2l111n__ snot
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Tel: 2ll-~7841

FIDe; ~7841

Soun:es of additional informaIion
an quality

QuoIiIy IligoIet

hIIp:Jlwww.~CCllIl

QuoIiIy ........

hIIp~.cam

Food 0uIIay ........

hllp1Jf' , J , ...,._

Soun:es of additional information
an quality

An.lc8n SaoioIJ far 0uIIay

hIIp:Jlwww·....llIlI

us Food .... DtugMllioilll_.

hIIp:Jlwww.*-

us Dwpwb•••0I~

hIIp:Jlwww._._

us D&pwbi•• 01AQricuIIn - Food SlRlJ
inIpdan ServIce:1_.-.....

",..YA,' :~

~.;#~

_Jlwww" .., '_
......eo- - ilIJoo.;#~......,.....

......... eo- - ilIJoo';#~'~

hiIp:.tro :: zSy.-

~.,.» r:F~ .:J..J-,J J'A-

......~~
hIp:JJww ·llIlI
~ ~_ •.P.

hIp:JJww.fda.Fw

~"'W"""".J..IJ

hIp:JJww.-.-

.1loII~.;.~ .:MIL - ..""", '.J..IJ

_Jlwww.....-.-

3


