


iSO 9000 FOR THE FOOD
PROCESSING INDUSTRY

The global marketplace requires that food
processing companiss develop a Quality
management system thal has  intemational
recognition and acceptance. The Intemational
Omganization for Standardization {I80) has
published the I1SO 9000 series of standards.

These standards have been ac 3d by more
than eighty nations and the Euroj Unlon as a
basic definition of a quality mar -~ ant system.

In recent years thers has been an increass in
anvironmental awareness around the wordd. This
awareness led to the 1962 meeting of the United
Nations  Confe wironment  and
Development in Rio de Janeiro. One direct result
of this conference was the development of the IS0
14000 serles of stanc . ‘These standards
include the dewvelopment and evaluation of an

environmental man system,

This three day short Isdes 4 1o provide
an understanding of 1R000 IS0 14000
series of stan Through lecture  ractical
oxercises, anc isslons, participanl. .4 feam
how to appl 88 slandands 0 the food
processing inc Iy ackintic "1 participant
will recelve @ o set of o es, & copy
of the 2000 version of the | 0 serdes of

standards and & copy of the SO 140011
standand.

Food processing companles that ly
registered thelr qu— smentsyster O

8000 can benefit - ~OUrse by gah (4}
understanding of - roguh s thi. .../0
been included in ¢ vorsion,

Qutline

s Overview of ISO 8000

¢ IS0 8000 tamily of standards

¢ Language of ISO
Moving from 1SO 9001-1894 to 1SO 9001~
2000

Understanding the elements of 1SO 9000-
2000

-

»

L 4

Developing the Quality System
¢ Developing the Quality Manual, Plan
and Objectives
Documenting the Quality System
¢ Structure for documentation
0 Format strategies for documents
Writing Procadures Part |
Audits and Corractive Actions - Part |
¢ Check lists
¢ Audit Plans
0 Audit Matrix
Writing Procedures Part il
¢ Developing a procedure
Audits and Corrective Actions Part i
¢ Developing a check list
The 2000 revision of IS0 8001
* 180 14001 environmental management
system
» Registering the Quality Management
System  and  the Environmental
A ement Systam
« b ing the Quality Management
System and the  Environmental
Management System
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Faculty

Dr. John Surak

Depart. of Food Science & Muman Nutrition
224 Poole Agricutural Center

Clemson University

Clemson, SC 29634-0371, USA

TEL 1-864-658-2786

FAX 1-864-858-0331

EMAIL jsurak@clemson.edu

Dr. Surak is the Coordinator of international
programs for the College of Agriculture, Forastry
and Life Sclences and is a3 full professor and
Extension Food Sclentist at Clemson University.
Before joining academin, he worked for Mead
Johnson  Labaratories  and Wyeth-Ayerst
Laboratories developing nutritional food products.

FOR MORE INFORMATION:

Richard F, Stier

Director, Technlcal Services
Morad 8. Ahmed

Co-Director, Technical Services
Agriculture Led Export Businesses
ALEB

12 Dokki Street, 8% Floor

Dokkl, Cairo

TEL 02-348-0728/338-1445

FAX 02-348-0720

+

February 11 - 13, 2001 at 8:30 in
the Cgiro Marriott, Zamalek

|



REGISTRATION INFORMATION
180 9000

Name

Title

Company

Address

TEL

FAX

Emall

Attendees may register by caling v oor fndng this
ragistration form to AL sise ragister on-
sie, Plesse ot us know If vou plan fo attend 3o thet we
can plan appropriately,

There will be a 280LE registration for this program.

Registrants will recelve a course notebook, lunches and .

coffes bresks moming and aflermoon on each day and &
cartificate of particpation.

For further details, contact:

Agriculture Led ﬁ’ﬂ?““ Businesses (ALER)
12 Doldd Street, 8" Floor

Giza, EGYPT

TEL 202-338-1448 {8 Lines)

FaxX 202-348-0728

000000 X000, O00MA OO0V, CONOO00 000G 000G, X0 0O OO

A SHORT COURSE IN A SERIES
SPONSORED
BY THE
AGRICULTURL. . . 1T
BUSINESSES PROJECT (ALEB)
CAIRQ, EGYPT
&
THE CENTER FOR ADVANCED FOOD
TECHNOLOGY
PISCATAWAY, NJ, USA
USAID Contract No. 263-0264

s February 11-13, 2001 at 8:30 at the
Cairo Marriolt in Zamelak



JOHN G. SURAK
Department of Food Science and Human Nutrition

224 Poole Agricultural Center

Clemson University

Clemson, SC 29634-0371
Office: (803) 656-2786

Fax: (803)656-0331

E-mail: jsurak@ciemson.edu

EDUCATION:
1974 Ph.D., Food Science and Toxicology, University of Wisconsin, Madison, W1,
1972 M.S., Food Science, University of Wisconsin, Madison, WI.
1971 B.S., Food Science, University of Wisconsin, Madison, WI.

CERTIFICATIONS:
ASQ Certified Quality Manager, Certificate Number 7.
ASQ Certified Quality Auditor, Certificate Number 18454,
ASQ Certified Quality Engineer, Certificate Number 20200.
Quality Management Assessor from Strebbing and Partners Intemational,
Certificate Number 596.
HACCP Train-the-Trainer, Intemational Meat and Poultry HACCP Alance.

CURRENT APPOINTMENT:
Coordinator of Intemational Programs for the College of Agriculture, Forestry,
and Life Sciences
Coordinator of Food Science Extension programs
Professor of Food Science

PROFESSIONAL ACTIVITIES:
Management responsibilities

Coordinator of intemational programs for the College of Agriculture, Forestry and
Life Sciences. Responsiilities inchide management of the budget for the college’s
international activities. Identify and develop priorities that support the intemational
activities of the College. Lead a facully team to implement the intemational
priorities. Identify and negotiate intemational exchange agreements. Amange for
student exchanges and serve as a resource for faculty exchanges. Coordinate a
Department of Education FIPSIE grant to develop an intemational MBA program in
agribusiness.

Managed industrial research programs. Responsibilties included budget
development and management, marketing of services, and human resource
management. Supervised professional and technical 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 knowiedge 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 agr-businesses Iincrease
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 Committes. 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 varety 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 winAwin opportunities for both organizations.



Assess corporate qualily management systems using either the ISO 9000
standards or the criteria for the Malcolm Baldrige National Quality Award. Develop
feedback reports on assessment findings. Work with upper management to
develop strategic quality plans and to become customer-driven organizations.

Serve on quality improvement iniiatives at the national, state and local levels.
Serve on the Board of Examiners for the Maicoim Baldrige National Quality Award
from 1990 through 1993. Serve as a Judge for the 1985 through 1999 RIT-USA
Today quality cup. Serve on the 1995 through 1999 Panel of Judges for the South
Carolina Govemor's Quality Award. Responsibilities include instructing the panel of
examiners, and selecting the award winner.

Teaching Activities:

Teach an undergraduate and graduate course on quality management in the
Depariment of Food Science and Human Nutrition. Integrate the principles of TQM
into this course. Apply the principles of continuous process improvement to
improve the effectiveness of the instructional process. Supervise graduate students
who want to apply the principles of total quality management to the business
process.

Research Activities:

Manage a research program to improve quality and productivity in industrial
processes. Research activities center on developing statistical tools to evaluate the
effectiveness of industrial quality assurance programs and suppliers. identifed
products and markets to increase the intemational trade opportunities of South
Carolina companies. This work is being conducted through joint projects with the
Department of Agricultural and Applied Economics. Serve on a national team to
conduct an economic assessment on planned FDA HACCP regulations.

Deveiop a method to properly apply the use of control charts to monitor HACCP
systems. Conducted studies to determine market acceptability of US product in
foreign markets. Developed a method to assess the effectivenass of quality
assurance systems. Assessed the quality assurance system the Commodity Credit
Corporation used to purchase three food products. Recommendations allowed the
reduction of over $500,000/year 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 statistical procass control to redesign the
methods used to ensure that slaughtered meat is safe and wholesome for the U.S.
consumer. Starting to develop a method to assess the nutritional needs of people
receiving humanitarian aid from the United States Government.



Intemational 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. !|dentify opportunities for intemational faculty
exchanges. Served on a committee to develop intemational priorities for Clemson
University.

Provided educational opportunities to intemational audiences. Accomplishments
include: Serve in the Clemson University - Fédération des Ecoles Supérieure
d’ingénieurs en Agriculture (FESIA) faculty-student exchange program as an
advisor to French exchange students. Teach Quality Management principles at
Ecole Supérieure d'Agriculture d’Angers, Angers, France and Institut Supérieure
d’Agriculture, Lille, France. Provide workshops and short courses on quality
improvement, 1ISO 9000 and 1SO 14000 for Asociaidn Nacional de Tecnélogos en
Alimentos de México . Provide technical assistance in TQM, 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 team.

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 management and leadership
positions at both the regional and national levels. Activities include: member of
the ASQ Standing Review Board which reviews short courses and publications
for Quality Press, 1992-date; Member of the Palmetto Section Board of
Directors, 1990-date; Secretary of the Palmetto Section, 1990-1; recertification
coordinator for the Paimetto Section, 1992-date; member of the Certified
Quality Manager Advisory Team, 1893-1986; member of the Certifled Quality
Engineer Advisory Team, 1994-1996; member of the Technical Program
Committee for the Annual Quality Congress, 1985-1997; member of the
executive committee for the Food Drug and Cosmetic Division, 1995-1996;
Standards Committee, 1999-date.

Editorial Board for the Quality Management Joumal, 1993-date. Activities include
serve as chair of search committee for Editor-in-Chief.

Food Industry Association of South Carolina; Secretary, 1987-date; Recording
Treasurer, 1998- date, member of the Board of Directors,1980-93 and 1996-

1999.

institute of Food Technologists; Professional member; Serve in management and
leadership positions at both the regional and national levels. Activilies
include: scientific lecturer in quality for the national organization, 1990-1996;
Chairperson of the Quality Assurance Division 1994-85; Chairperson-Elect and
Program Chair of the Quality Assurance Division, 1993-94; member of the
Executive Board of the Quality Assurance Division, 1891-84; Chairperson of the
Quality Assurance Division 1994-95, Chairperson of the Dbde section 1992-03
Chairperson elect and Program Chalr of the Dixie Section, 1991-92, Altemate
Councilor 1997-2000 ; Member of the Codex Commitiee, 1996-98; member 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 Science
Communications Committee (1998 - 1999).

Malcolm Baldrige National Quality Award, member of the Board of Examiners,
1990 -1993.

South Carolina Govemnor's Quality Award, Judge, 1895-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
1999
1999
1998
1998
1995
1994
1993
1992
1992
1991
1991
1991

1990

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

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

Clemson University Board of Trustees Award for Faculty Excellence.

Fellow Award, American Society for Quality

Distinguished Service Award from the Quality Assurance Division of the
Institute of Food Technologists

Meritorious Award from the Food Drug and Cosmetic Division of the
American Society for Quality

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

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

Certificates of Appreciation from R. A. Mosbacher, US Secretary of
Commerce.

ASQC best paper award in Quality Management from the American Society
for Quality for Quality Control

Panel of Judges to select the top 100 industrial organizations for CIO - The
Magazine for Information Executives

Certificates of Appreciation from R. A. Mosbacher, US Secretary of
Commerce

Honorary fratemnities:

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 of food
technology and quality management applied to the commercial food processing
industry.



ISO 9000 for the Food
Processing (ndustry
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Overview of ISO 9001
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THE GLOBAL MARKETPLACE

There s a giobel standard for quallty
There Is & giobal price for goods and services
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THE GLOBAL MARKETPLACE

INTERNATIONAL ORGANIZATION FOR
STANDARIZATION

) 3l
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REVISING ISO STANDARDS

Technical commiltess will review siandards
overy five years.

The commities wikl do ons of the following
Reaffirm the standard
Revise the slandard
Withdraw the siendand
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TECHNICAL COMMITTEE 176

Objective
Hurmonize intemationsl standards as releled
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DEVELOPMENT OF THE IS0 9000
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QUALITY MANAGEMENT Saged § 00y dualhd jyiadd
STANDARD
ISO 9000 series of standards Voo i clingd ge e
*» ANSIISO/ASQ Q9000-2000 Yeso=%eve g5 Ahalya ®
- Quality Managemant Systams - s ey gud = Lg0d 8 A4 did—
m“m’ \'..--1.-\““,-‘
* ANSVISOVASQ Q 9001-2000 A~ a3 834 (hie
-w i Teos=%aut 430"
* ANSIISO/ASQ Q9004-2000 A e AL | - tased 8 3 Pl

- Chality Management Sysiems - Guidelines
for performance improvemanis

ISO 9000-2000

« Standands deecriba the framework for a
qualty management system

+ The 2000 esries are lees prescripiive
than the 1994 geries

* 1SO 5001 and I1SO 8004 are 8
consigtent peir
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ISO 9000-2000

« Strengthening of the management

aspects

~ Objective is to mest stated and unstated
customer needs and sxpectations

— Achleve u competitive advantage

- Operute in an efficient and effective
manner

- Achiove, maintain and improve
organizational performance
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Companies purchase products
‘Companies expect the products fo
meet their stated and unstated needs
and expectations

Companies do not purchase a
suppliers registration
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The qualily management system s not a
documentstion system

Documentation is a tool to halp mest
customers nesds and expeciations

The purposs i not to be registersd
Rmmhbhmuhl
Regisiration may lower audit costs
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ISO 8000-2000
improvement

* Process concept
— identily stelsholders
- Defing the process
- identify end messure inpuls and outpuls
- Evalusie the potential for

* hmpacis on cwslormers, suppliers and alher
- Establish clear responsibilies, authority,
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+ Mutually beneficial supplier reislions

Concept of a Process b 5 ggle
JIVALUE OUTPUT e, 4 b Clg e
S0 e et o P
ISO 8000 Quality Management Principies b 55y Ave e 350 oud
« Customer focus dead b}
« Leadership s -
* Involvement of peopie ifray -
* Process approach =t e -
= Systems approach ol disa ©
« Continual Improvement ‘ﬂ_.“_‘:;'_"_':’::
* Factual approach to decision making sy LY S i *




Terms

Terms

Suppller ——» Orpanization ——» Customer
(interested parties)

dipem— AE e e
(3,48

Terms

« Continual improvement
~ Recuning activity to increase the sbility to
fulfill requirements
» Customer satisfaction
- Customer's perception of the degres to
which the customner’s requirements are met
e Data
- Facts espacially numerical facts, collected
together for reference or information
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Terms

~ information and its supporting medium

» Efficiency
- Relation between the result achisved and
the resources used

= Effectivences
— Extent to which plannad activities are
reafized and plannad results are achisved

Clalluas
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Terms Clallaias
+ Plan m.
— To ervange In sdentzad s
* Process P
" eomakmn et o o B L
« Process approach o e ) k2
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Terms Clallaas
 Procedure et o
-~ Way o cavy oul an activily Lol 3\ g B Uphd -
» Product gl »
~ Remak of a process ) g~
~ Prodaxct can be & physical product or & Lok J ldegtd o) 8-
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Terms Glallual
= Quality assurance apd g v
~ Part of quality management focusad on oli gl AR i 5 } Oa e j—
providing conidence thel qualty MM S o S
requirements will be fulfiled
« Quality control Tagd Gl o
— Part of qualty management focused on Chillis Gad o S bamwd 53D On 0 e
fulfilling qualty requirements RTY. |
+ Quaiity management Tyl iy »
- Coordinated activities to direct and contral ool o Laas pl s gy — 4 Dt Gpati—
an organization at tha highest leve! Py
Terms Ciallaias
* Quality objectives LIPS I PR
~ Something sought or aimed for, related to Sagply Bladyy A guiey hin -
quality EIPN EW RIS PR TP BE TR
- Quality objectives are based on the quallty OB Akt d ey Al Y S 83 59wl —
- Quailty objectives are specified for relevant
functions and levels in the organization
Terms Clallacas
+ Quality pian tagpd dad »
- Document specifying which procadures s Lgg Ui sl 37 a5 Chot et ¢ 230y AMinaa—
and ssscciated resources shefl be applied, A3 gad iy of s e Juey pbiis
by whom, and when to a specific product, s

+ Quality planning
— Part of quality management focused on
setting quality objectives and specifying
necessary operational processas and
reiated resources to fulfill the quality
objectives

S0l anl oy o S s 83503 534 (e 0 e
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Terms

» Quality policies
- Overall Intentions and direction of an
organization relsted to quality ss formally
sxpressed by top management

- Documert siating resulls achieved or
providing evidence of activities parformed

Clalluas
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Section 2 ¥ ol
Moving from ISO 9001-1994 to U = Vet iV ge B
ISO 9001-2000 Yooo =e0) o500 )
ISO 9001-2000 Yeos =teat 45l

= The documentation system does not A LD b jidde] e ¥
have to be renumbered Jaw ) LD B

= There is a decrease in the required Al yalad, ¥ 38 b a0 ey dajed Ky *
amount of documentation -l

* There can be some exciusions to
element 7 - Product resization

ISO 9001-2000 Yeoo =t 45§

» There are soime enhanced or new Ayl Ll Sl yiuny dllis =
requiraments el Ly Gus—
— Achisve custorner sallsfaclion il g -
- Continusl improvement Snfllt g of s Wndafid g3y B 2500 3=

~ Spaclly and ustlly sny exchmions
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1ISO 9001-2000
» There are some enhanced or new Syspd y Lol Cllad | yany i o
‘requirements (PR INE- JFF T
- Increased commitment of top management RPN E WP
Establish the qualty poficy S 339 ol Llold 33, 5 o AN «
.mwdh Aedand sy R gnd cilial auieg) jilj @
Framework for sstablishing and reviewing BN Cdand 387 oy gl i (RanSd
cuality objectives
+ Management reviews sre fnther defined
ISO 8001-2000 Veoo = Q0o 454
+ Quality oblectives Sagpd clial -
~ Need at ail relevant functions and relevant Ay ondl ayapgy Sabitd Aatf K 4y llas—
. levals in the organization gl AkiE—
-Mou.tnbhm £ gl Dodjua y Haia —
— Consistent quality policy i e .
~ Manage the change process ”5:}#‘ ,_:.:_
- Appoints the management represantstive I %L . an
-P awa of . P | l-hhq@_p'uhw—
requirements
ISO 9001-2000 Yooo = Q0o 934
+ Internal communication Ly Ly -
~ Communications betwsen various levels Ul sy 4 A Sl e (o S —
and functions of the quality management Syl 5y Pl Jala
system . : - i3 3 -
- Communications on the effectiveness of Rl A sl gatd i

the qually management system




ISO 9001-2000 Yeoo =400y 43
» Need to provide the resources, and b Ve Bl 39l 52 ) 5 shil delad »
infrastruciure to maintain the quality Saged ) Ak Sl J yd
management system g gy i P o po Jaell Kige 5 43 dplad ©
« Need to manage the work environment
to achieve product requirements
ISO 9001-2000 Yooo = Qo) 450
+ Nead 1o include empioyee competence - 5y Qulelal B LS, dlia ¥l ) dplad ©
and swareness coand Lan yg pla¥t ) dolad o
* Need to give attention to customer i pie J had Laj odfl dplad ©
satisfaction. thmnd pabigpd Al B =
s Nead to measure cusiomer satisfaction
or dissatisfaction
« Effective lialson with the customer
iSO 9001-2000 Yeoo —4ee) 438
+ Design and development reviews must it ushid [ ppanad dmgd 30 01555 S gy
be systomatic F AR o s b it s o s o
« Determine the sffact of & changs on gl
constituent parts or delivered product Al dae e Joudl *
» Auditors must be objective and impartisl Ablid gttid Bl e Ahel 80 cifl -
* Demonetrate abiity of & process to

achisve planned resulls




ISO 9001-2000
» Analyze data to determine where quality
‘management system can be improved

= Manage the process for continual
improvement
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Section 3 Y
Understanding the elements of .
ISO 9001 Vool s e ped
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Basic Premise Ll s S
Top management is responsible for Baged 5 Ad Jlkd gkt e Ughue el 5 LI
the development, implementation, age ALlad g alphdy
and mainisnance of the quality




Need to develop an
understanding of the quality
management system using both
ISO 9001 and 1SO 9004

pladidy 8200 3 plidl ol  Aplad
AELIS TREILANS |

Answer the foliowing questions using
both ISO 9001 and (SO 9004

» What does SO 8001 require?.

» Are there any considerations the beyond
1SO 80017

« What are the required documents?

» {f there are no required proceduses, do
you recommend any procedures? if so

what procedures.
« How will you know that the process is
effectively controlled?

— AL, A A e ol
Voot g3y teed o34

Lt ekl Al
LA TRA RS 'S - FRPPS¥L ET TR0 Ao A
yllad 38 A Lo
TWgn st peast dob o ) Caagd el o1 J ) @
- Tlas ot ol o
T 15 puind Llead J ns K ¢

Example




s

Viagopd »
alinll =
FUPT TSN
ded o 358 V-0
Joghdd T8

LAy Clppaad y Cid g pad §-0 0

110 Qo) jo 0~ e
Exercise Op e
- mz 'bn‘ .
- Elsmenin ualall
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Exercise Qs
* Group 3 Fiepgud -
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+ 7.1 Piansing of product iealizalien gD ol lglulh ¥-¥ ¢
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« Group 4

* 7.4 Purchesing
« 7.5 Product and sarvice provision
+ 7.8 Confrol of measuring davices
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Exercise
« Group 5
- Eloments
+ 8.4 Ganersl

» 82 Monioring and messurement
+ 8.3 Control of nongonforming product
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Exercise
+ Group 8

« 8.3 Control of nonconforming product
+ 8.4 Analysis of detn
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Section 4

£ Juad
Developing the Quality
R
System 50) pllal auiay
Developing the quality system ol gl ki
+ 1SO 9001 provides a guide for the Sagnd Al s A 100V g5 )55 ©
qually o8 2 X S laline Ahdd gt pe JA 50—
«~ Conformance to stendard mears all QU BT W
relovant Rems sre acddressed 50y LAk 188 yiengd lgadiag Jof i pallnl—
- Elamenis iink together o form a quallly Fr
management system
Quality Management System el s Jhae
poroach PARSTIC
* Delermine nesds snd expaciations i Clplfat Pl ©
* Estmblish quallly policiss and objectives faged iy Cldps 303 o
* Determine process snd respornibilties T, WT LT N PTG PUFIN PR
nesded %o cbtain cbjectives A0 A hed gy *
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Apply messurss for condinual improvement




Types of systems

¢ Management system
« Process realization
* |nformation system
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Successful Implementation

= Upper management commitment
» Accurate assessment of current system
= Effective design, development and
execution of implementation plan
» Good project management
+ Commitment of appropriate resources
- Time
— Computer support
* Word processing and flow dingramming
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implementation process
« Start to define the quality management
system
< Define the scope
- Define the quality policy
» Develop and understanding of the
requirements for the quality manual
= Scope
- Exclusions
- Procedures
- interaction and linkage between the parts
of the quality management system
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Scope Jpad
» Limitations in the scope must be defined Saged db b Aahid Jga 353 3nd oy *
in the quasity manual o puadd ChlRSN ©
* Justified exclusions b s g P~
-73  Design and development oy e Y=
~74  identification and tracesbilly Jod S &=V
=754 Customer property
-78 Control of monitoring and iy M5 nel A8 5e V¥~
messwring devices
Scope Jpad

 Justification registration to 150 9002-
1894 or ISO 5003-1994 cannot be
claimed
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* Justification bacause regulations do not Al gy Loyl §

require cannot be clalmed
Quality Policy g0 Ldpa

= Consistent with top management's e Sed y \ghad 5 1IN 43 g SIE ©
vision and stratagy 1D a5

* Defines the following Adgpd o bl
- Quality infantion taged il J \ge i—
= Direction for qualily g Sl i —
= Objective for quallty 1) Sl e 33—
- Commiment to qualily a3yl ghi—
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Quality Policy

« Considerations
— Type and future of improvemants
— Desirad degree of customer satisfaction
- Avuilable resources
- Contributions of suppliers and partners
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Quality Objectives gl Calaal
¢ Consistent with policy Ldpd po 30 *
» Commitment to continual improvement  eeadd Gaaily g T e gl ®
* Measurable oAl LA o
= Achieve a positive impact on the tde e T (3as o
following: g R
-~ Product quality Chlend i b~
— Operational effectiveness ol ol —
- Financial performance peadd cdadd B, Ln -
— Satisfaction and confidence of ali
stakeholders
Quality Objectives 33 9all Cilaal
* Considerations U PR
= Current and future needs of the A8 Ak Idad Clpliath —~
orgentzation 3JP Cland o i
~ Findings of managemant reviews iylacd 5 giad o1
-Prodtﬂmc!mpodorm igtadd LAY Ly A3
= Level of satisfaction of interested parties a .
— Selif assessment results ) A i gl
— Benchmaerks Yar e b fe o)l =
A Riad 3y 3§ gd —~

- Resources nesded to fulfill objectives




Quality Plans fagp) aki
* Inputs i ¢
— Stralegies kg ol —
= Delinad orgenizationsl objectives Ll e LA~
~ Needs and expeciations of customers sl ol i g (i) —
~ Statutory requirements 48 clilid ~
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~ Lassors leamed Ml e =
— idertiied opporhnitios Uﬂﬁu"u-.ﬁ.-
* Ouiputs Sy pud ¢
~ Skilis and inowledge nesded Y PUES L
~ Responeibiity and suthorlly Ly el —
= improved methods Lma J o=
— Newded documents Aggling §lg—
Introduction to documentation G5l Laske
* Gather exiating documents Wal K3 )
» Define and develop flow diagrams of M dafhidl Chgdend dn yupdd Jdodin Juny F ©
exdsting process Vel 1
* Witte procedures from flow diagrama D LI ja ) UG el VN 8 *
« Yiiead Spad Lie 30 -

* Implement the continuous improvemant
procoss




Continuous Improvement Process

+ Evaluate the existing situation

» Establish objectives

« Search for potential solutions

= Select the best candidate

= implement

= Measure, verify, analyze abiiity to meet
objectives

+ Formalize change
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Suggestions for implementation

» Implementation must be a priority area
-}t taka time to davelop the system

— The system must be integrated over
muitiple management functions

= Involve all employees who are part of
~ the system
* Prepare to adjust the Implementation
plan
+ Standardize the current process before
modifying processes

Sdaall Caaadlt i) cdal @
dptd 3ol 008 f oy
Nosle Gy 3 iy LDy M
AW Lniih pn LD prad iy~
AR ety 0 S &0 -
Aipad J ol I Glad dpled yu i o

Suggestions for implementation

= Select the proper leader of the
implementation process
- Authority
- Understands the business
= Project management experience
~ Knowledge and commitment to 1SO 8000
- Sufficient time
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Suggestions for implementation BV AN i W E- JUNE- |

» The quality procedures should heip pelig otd o Opldad bl Saged ol p) *
employees do their job Lp Ayl el o G55 W apy—
- Procedures should nat be 100 long Lanf Sl y dgiad g Jlond and pralad »
« Use business sense and common Cilplfal Jind o 1S )3 3eley Cyay dhid ps *
senae sAand
» Design the system to heip the company " taged Uk’ gipul prkiad o
mest customer nesds .
* Use a quality plan form

Exercise s
Develop a quality policy and Lol Uty 50,908l dudgus paiagy B

quality objectives




Section 5

® Jiad
Documenting the Quality Saged ks Gh 3
dB s
System -
Documentation ahigd
* Provides a solid base for the quality Syl 8 54 phid lid 5 Ldd (355 @
management system Lo 5D gy J vty *
= Must be easy to manage cpen Ldd 55 *
+ Provides groundwork for improvement B Al 858 Y 5 J oy *
« Must be linked together to form a ol S1053 e Lo il kY (3 Jeded grliny *
system el
*» Empioyees nead the lstest, correct and Al SIS gl *
appropriate documenis to do their job
¢ Keep documents simple
Types of documents S plyd
* Paper M
» Magnetic Lughdin, =
* Electronic, optical, computer disk < SoeeSh b S Ay g Wiy D ¢
* Photographs PP g *
. Aprh) Ul *

Masier example




Control of documents
+ Approve prior to use,

SRl L e

Lediiid (b Wadind g5y

* Review and update and re-approve Rags 2alind gl Ziindy apd 5 ¢
« |dentify changes and current revision staius. apd pal e lgi¥la 5 T s o
+ Ensure cument versions are available (el ae Bpoad Liel B 55 s
» Ensure documents remain legible and readily R IET JRPS AT~ L R 1 RO
identifiable. A3 e il ST il o
- Control documents of extemat origin s e
+ Prevent unintended used of cbeclete LS 3350 2 peaiad b okl g0 0
documents Ll 33 e
* |dentify obsolete documents
Standard documentation system il (B G
QUALITY el b
MANUAL

Z WORK INSTRUCTIONS X

/ RECORDS AND DOCUMENTS \

AN
[\

Required Procedures

423 Control of documents.
*424 Control of qualily recorde.
«822 intemnal audit

*83 Control of nonconformity.
«85.2 Corrective action.

«8.5.3 Preventive action.
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Records

= Production records provide auditable
proof job was done
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Types of Records

- 841 Managemeat seviovn
«822s  Edmsilon, iraining, shils, ant
perience

+ 114 Evidence fal fve reniizalion
processes ansl ioeuling prodecis
fulll requisomeniy

«722 Aosulie of fse review requiremenis
reluling fo fae proviuct and aclions
wrindng o Tee review

«732 Disaign sowd devaiopment lnpute
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Types of Records
+ 734 demm
reviews and any necesanry actions
* 738 Rosults of design and developmont
varificetion and any hecessary

+ 728 Results of design and developmant
validation and any necessdry

+ 77 Rusulte of the review of design and
development changes snd
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Exercise T8
* Does the following procedure mest the =) i ARG, o B o P e o
requirements of 50 8001-20007 Masa
* What sections of ISO 8001-2000 apply Tol P 08 o (Bl o U 392 *
fo this procedure? Tagd a3 g b ©
» What do those sactions specity? TholCD y Lhellly oy ot A o ¢
« s this procedures sffective and
efficient?




SECTION 6 1 Juad
Writing Documentation AR i
Part 1 Ja¥) 6 500
Define the process Ll o o
+ Input ke *
~ Wonilly suppliers N e —
= Ruw malerisls and rovw moterial requirements e ey P g —
« Aclivities s -
~ Convarsion of raw malerisis inlo producis g Ny LN Jypud =
-~ Messuraments Ol —
. w .;#’. -
- (deniily cusioman and their requirerments pefillele p ohedll g3 —
= Products Qg =
« Other e -
- Kay suppast units and resporsibiities Nl ey g 0 Ramllh i, B =
Consider conducting a process
man I La Glee 5 Y Ad 3 o4 )
« List stskeholders of process Ylod oip) plleadt iland oL, L35 20 -
+ State the output of the process el Gy gha 10
* Define the procass owner Lol b 20 =
« Define the boundanies of the process Lod agim it e =
« Systemastically define the process il by Al i -
— Delarmine cusioman and thelr requirements R g o e i —
- Detarmine 2 means to convert raw matarial into e N Pl 2 el Mgk 2 -
product At A ol 2.
= Dalarming process Messures JESTYTE T TRV PUUF | E T

~ Delarming the inpul fequilements and suppliers




Process to develop procedures

Preliminary planning

Prepare initial draft of procedure

~ Document the actual process
Review draft

- Delermine problems areas in process
- Trouble shoot drafi

— Improve draft
Complete procedure
= Approve procedurs
Publish and distribute procedure
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Document control

= Publish only a finite number of copies of the
document

+ Use only controlled copies in operations -
except when preparing revisions

+ Do not write on controlled copies

+ Ensure employees have access to
appropriete documents

» May want to imit the number of copies that
are given to managers
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Document revision

* Revise procedures when needed

+ There needs to be a process to revise and
change documents
— Inform management of proposed changa
+ Set a priotity for the change
- Use the documentation process

+ Empioyees that cesisd the original document shoukd be
part of tha revision process

~ Highlight revislons in revissd document
- Record the revision including reasons for change
— May want fo use an effective date for the change
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Suggestions
« Ask a number of questions
— What am | trying 10 say?
- Wit are the best words o use I express the
hought?
— I the conoept cleas?
— ln the concepl sald In a conclae manner'?
* Ksep documentis as simple as possible to get
the job completed
- Documaents are 10 halp the employes
= Use a consistent format for documents

* Corwider using flow diagrams as part of the
document
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SECTION 7 Y Jdoad
Part 1 d.:‘ll pjp‘
Quality Audits Sl Clagl jo
« Auiis Lapl el s *
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*» Auwdils determine 3l Vg Aepl )l w8
= The sysiam complies io requirements el b A pn (AN I3 (g2 ~
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Quality Audits Rl eyl 50
= Mary types of sudiis Ll yd Ciges (m phol ln 308 *
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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
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Define the audit

» Depth
. SG,”
* Tm
~ Intornal
~ External
~ Third party (exirinsic)
« Define the standard
» Develop audit methods
* Use formai audit procedures
* Report the audit results
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Audit process

* Preparation
- Appoint the audit leader
-~ Nolify the organization or unit being audted
— \dentify, obtain, and review all relevant documents
- Develop the audi plan
- Sﬂ”

+ Requirsments
+ Activitien to he audited
+ Documents and recornds to be audied
+ Schadule and agenda
+ Report requiements
- Brief audit team members
- Davelop audit check-lists
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Audit process
» Conduct the sudt
— Enlty mesling
- Aaxdll
* Nosd suficient informedion fo parmil & vaild and
refigble veriication and evelhmiins
+ Dotermine if the sysiem conforms 10 the stendard
* Dosument all nonconformences
* Varily the facte
- Evalusiion of audil resully
« Apmiyrn asvi review all apperent
nonconformMances:

+ Complele the Comeclive Aclion Reports (CARY)
* idantlfy concers
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Audit process
= Exit mesting
~ Preseni the oulcoms
— Disowss the lollev-up process

= Dula of sudit

- Organizaion sudiied

~ Purposs, scope and objeciive of mudit
— Details on Nasrary, imsinble

- (deniificalion of madit eam

~ ideniificalion of repressyvinlives from orpanizalion
buing sudied

~ Wdeniification of the sudl oritarie and slandesd
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Suggestions
+ The audit function should main independence

*» The auditor must maintain objectivity and
impartiality

« Audits should be conducted at least once a year

~ The anfire quality system does not needed to be
audited in a single audi

» Sampling techniques
« Collect objective evidence
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Exercise

XYZ, in; issued purchase order 5085316,
dated 17 April 1999 from XYZ, Inc. to ABC
Ingredient Corp for 25 bags of non-fat dry
milk at $47.75 for each bag of milk. The
owner of ABC ingredient Corp is a brother to
John Lelong, the purchasing manager at
XYZ, Inc.

. -

ARLCIaREE ST WP I T P LS TLIT N
nf Yo ol il s 8l w g ,a \Yfif\ﬂn\\wi!
PV JUR L A LJIFSWVIWG I PRS- v N IO

Sy A2 e il (e GRS A g o 2858 Caliay
B oua o 18,0

XYZ, Inc: issued purchase order 9085316, dated 17
April 1998 from XYZ, Inc. to ABC ingredient Corp
for 25 bags of non-fat dry milk at $47.75 for each
bag of milk. The owner of ABC ingredient Corp is &
brother to John Lelong, the purchasing manager at
XYZ, Inc.

1.  Anorderfor 25 bags of nonfat dry
mitk was placed on 17 April 1999

2. John Lelong gave an order to
Bertrand Lelong

3. The value of Purchase order 9085315
is $US 1193.75 without considering
discounts
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Audit Tools

« Audit matrix
= Comrelate qualily sysiam slements with
departments or functions
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Audit Tools

= Audit plan and schedule
= Duilw - Time
— Activily or quality element sudited
— Auxiiior responsible
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Audit Tools

+ Check List
— Keeps sudit on schedule
— Usas time sconomically
-~ Allows for thorough coverage
— Devsloped &s yas/ho questions
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Audit Tools

= Audit plan and summary matrix

— Summarizes the audit process and
provides a means to ensure that all
findings or concemns are addressed
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Audit Tools

» Audit plan findings and concerns
— Addresses who is responsible for
addressing findings and concems
— Records when a finding or concem is
completed
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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 schedule

« Checic List

» Audit plan and summary matrix

» Audit plan findings and concems

» Corrective Action Requests and CAR
status log

+ Notes from entry and exit meetings

* Documents
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Section 8 A oo
Writing Procedures Cilel ja Yt A€

Part |l Xojn

Exercise A
Develop a flow diagram for an Ao gapal apleiS o ) Jmng o =)
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Section 9
Audits
Part I|
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Exercise

Develop a chack kst for an
ntemal quality sudit

-

O
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Exercise
Dwuhpl“dqn!iu-h

as personnel while auditing the
intemnal quality sudit process
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ISO 14001

= 4.3 implementation and operations
- 435 Docunanl control
-~438 Operstional conirol
~ 437 Emegency praparednees
» 4.4 Corrective action
~ 441 Monlioring and messuring
— 442 Nonconformance snd correciive and
preventive actions
—~ 443 Records
— 444 Esvironmental menagement systerm
[

« 4.5 Management review
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ISO 14001 Implementation

Comwnitment fo snvironmental menagement

Adogt ISO 14001

Estshlich an snvironmental pollcy

Provide environmaental leadership

Appoint the management representetive

Empower the anvironmental manegement tsem

Dwvelop the environmontal menagement manual

Duvelop the savirormants| procedures and work

indnucions

« Maintain the enviromentsl management syslem and
records

» Conduci menagement review

= improve the environmental mansgement sysiem
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Objective of TC 207

« Standerdize snvironmental slancards in all sreas
EXCEPT

— Air quulity (TC 146)
~ Woter quuallly (TC 147)
~— Soll quallly (TC 190)
- Aoouslics (TC 43)
+ TC 207 (500 wit NOT
— Sat limiis on pollulanis
~ Set environmental performance levels
-~ Standandize products

* TC 207 in dewioping guidance, specifioation and
auditahls slendarde
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ISO 14000 Family of Standards

* Guidelines & heip organizations conducl sudits of
snvironmenial meragement syslems
- Fiw sindards

* Environmentsl performance evaluslion
- One standard

* Environmantsl lnbeling arxd ife cycie anslysin
— Ten siandardy

+ Terms and definlions
- One standard

* Emvironmenisl sspacis s product stendends
— One guide
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ISO 14000 Standards

* Approach
= Posllive motivalion ralher then punishment
~ Expecl en understanding of the conssquances of

poot sswvirorsmental management

— Dusire ke companies 10 tske the cormect action
- Procoss and system oriantubed approach
— Ullizes the principies of confinual improvement
- ISO 14000 goss beyond legal compliance
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Section 11
Registering the Quaiity
Management System and the
Environmental Management
System
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Determine if registration is
necessary

= All food proceseing companies should have a
qually management systam that meats or
exceeds 150 9001 Al food processing
companiss should have an envirohmental
management system that meets or exxceeds
ISO 14001
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Benefits of 1SO 9000 Registration

+ Stay in business - customer requires
regisiration

» Expansion into new markets sspeciaily
intermational marksts

- Anficipation of cust . :

* Decressas in the number of third party audits

» Increase customer satisfaction

» Usa of = logo as a marksting tool

» Saving in operational costs
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Selection of a Registrar

* Interview ot least three registrarns
- Souros of acoreditalion
* Rasd voor Accredilalie (RvA) - Dulch
» Uniiad Kingdom Accreditalion Service (UKAS)
Great Britain

* Regisiration Accreditalion Board (RAD) -
Uniled Stales
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Selection of a Registrar
* intsrview at least hree registran
— Doss the regleirer provide irsining or consulling or
s the regleirer sssonisied with a company that
provides fnining or consulling.

- Stablity of the reglelrer

— intarast of the regleirer In working with you -
cusioenes fooused approach

— Esmy to undursisnd regisiralion process
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Selection of a Registrar
* Interview ut loast three regisirars

= Mathods used o sudil and maintels regisiralion
- Appeais procesa for ragisiralion and correciive

= Procedures used fo phass it revised siandards

~ Timing of sidiia and survellance audie

— Coat of Inliial registralion and costs to rmaintain
ragisiralion

~ Parcent of companies renening egistralion
coniract with reghelre

- Coat
» Conduct a value assessment of the registren
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Section 12
Integrating the Quality
Management System and the
Environmental Management
System

Quality Subsystems

* Regulatory requirements
-~ GMPs or prerequisite sress - Assura the
wholesomeness of the food
* Promises
* Recslving and storege
* Equipment parformance
+ Sanitalion
* Personnel and freining
» Humlih ard safsly recalls

Quality Subsystems

* Regulatory requirements

— HACCP plan
* Koap the food safe
* Kawp the food fres from biological, plwsical end

chemical vieks

— Label compliance
* il waight
* Formulation
* Graphic design
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Egyptian Organization for kil 3y 558 4 jemad Ll
Standardization and Quality Control oy e Al 3,
2 Latin America Strest O, B T
Garden City, Calro AR ¢ i 0 e
Tat 20-2.355-7841 TosvYALl 1
Fmc; 20-2-355-7041 TooYAL\ : 80
Sources of additional information 25l or Claglad (e 3 jal jilese
on quality

Quality Digest Crgt JP S

hitp/fwww. qualitydigest.com hitpifereres cpmiitydigest com
Quaiity Magazine gl Upas = g Je P L

hitp:/iqualitymag.com hitp:Aiqualitymag.com

hitp:/Hoodquality.com hitp:/loodaqualily.com

Sources of additional information gl o Al Clagad jlae

. mhm Laged 450,30 Sped

Amer h‘-s"“" Quality hitp Mererw an.org
" F:“ﬂuu.-qm 100 iy y oY 5 39

. Drug Administration it Merwrw Sda gov
WM-fdw.w Y, 1))

US Department of Agriculture hitpMerwrw.ueda gov
hitp:/ierer usda. gov Fo TN A o B Gk - Tl ) P 5 ) 1y

us of Agri -
Departmant of Agriculture Safety ity iarw fala ueda gov




