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Proactivity and Reactivity
Proactivity
Proactive quality

( )

Reactive quality
Proactive quality



Professional Isolationism
over-the-wall

(

2.2 Robust Mistake-Proof Performance

(Taguchi Design Levels)
3 Taguchi

(Target-Location and Dispersion)
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Robust Performance

2.3
2.3.1 7 (The Seven Basic Japanese Tools)

Ishikawa 95 %
7
(Cause-effect Diagram)
(Stratification Analysis)
(Check Sheet)
(Histogram)

(Scatter Diagram)
(Pareto Analysis)
(Control Chart)

(Cause and Effect Diagram or Fish
Bone Chart)

CE Ishikawa

CE 3



Check Shot» W
Product |]
Factoty
Manufacturing Magcj___ final im p. Seelit) :
Inspector's
Type ofdefect, scar, incomplete, mishappen name:
Total no.inspected: 2530 O,

Remarks: iH items inspected

Type Check Sub-

total

Sutface sears mmmmmmkK 2
Cracks m ]»mHl 23
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(a) Defect tally check sheet

Monday Tuesday ~ Wednesday Thursday Friday Saturday

Equipment Worker am pm am pm am pm am pm am pm am pm

Machine 1 A oow " 00 o» 00 . 000o000c » DOOCDO »e
yee
B >«s >0 " gooc ©0o- 0oc0 0 DOOC > 0» 0 .» DOOO 0» 00 0
‘0 DO»» 00«« DO* » ee e « *
Machine 2 c 50« o« Do oooc XXX) 0 * 004 xo 4
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D 0 » 0 00t o * a 3 44> 300 120
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(b Defect cause check sheet (O : surface scratch; A : defective finishing; X : blowhole;
. improper shape; - others)

diaehtac&ﬁed!eclcause check sheets. Adapted, with permission, from K. Ishikawa, Gmb

. Tokyo: Asian Productivity Organization, pages 33 and 36, 1982.

Hh thecareein

Nocordtin

atterdiagram signatures. Adapted, with permission, from K. IsWcawa, Gmtoqaﬁ[y

. Tokyo: Asian Productivity Organization, page 91. 1982

2-1

Cause / result Tally Total  Percent
Packed upside down " " 5 25
Cmst bubble tl 42 210
Burnt edge i 13 6.5
Received cold nthmi I 57 285
Received late 32 16.0
Wrong address 10 50
Wrong order 20 100
Missing ingredients  MI 14 7.0
Other I 7 3

Total 200
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Received Crust Received Wrong Missing Burnt Wrong Pack  Other
cold buhble late order  ingred. edge  address upside

) down
(h) Parcto chan (vertical)
Totaldefects = 200
Received cold 57 =28.5%
Crust bubble 42*21%
Received late 35255%6%
Wrong order
Missing ingredients ssa 14 =7%
Burntedge 2E3 13:=6.5%
Wrong address $3 10= 5%
Pack upside down ] 5=25%
Other 3 7=35%
0 25 50 75 100%
Pizza food service Pareto analysis and diagram
General CE diagram structure.
Cause branch
Cause twig
Cause twiglet
Effect

Percentdefects



CE
(Cause Enumeration)

(Dispersion analysis)

(Process  analysis)

(Stratification Analysis)

(Check Sheet)

(Histogram)

(Scatter Diagram)

(Pareto  Analysis)



(Pareto Diagram) 2
1 (Result-Category Diagram)
2. (Cause-Category Diagram)

(Cause-Effect and  Pareto
Integration) CE

CE

(Control Chart>

( )



2.3.2

100

(AQL)
(LTPD), AQL
( )
10 (

10

LTPD
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241

(Attractive Quality Creation)

L (Downsizing)
2. (Upsizing)

(Attractive Quality Creation)
Dr. Kano (1987)

Task Achievement QC story

L Attractive Quality

2. One-Dimensional Quality
3. Must-be Quality

Must-be  Quality
Attractive Quality

11
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Quality Improvement
Problem Scl)lving QC story
o
Logical Thinking

Converg'ent Technique

Attractive Quality Creation
Task Achievement QC story
Creative Thinking

Divergent echnique

(Problem Solving QC story)

Problem Solving QC story
Problem Solving QC story

Acheivement QC story

2.4.2
Effects Analysis, FMEA)

Analysis FMEA)

Task Acheivement QC story

(Failure Mode and

12

Task

(Failure Mode and Effects



L
Failure Mode and Effects Analysis :DFMEA)

2.
(Process Failure Mode and Effects Analysis :PFMEA)

13

FMEA

(Design

DFMEA



Process FMEA

PFMEA
DFMEA
17

(Compenent Specification)

14

(Top-down Analysis)
(Bottom-up Analysis)

(Component Analysis)

(Function Analysis)

(Product Specification)



(P=Probability)

9,
10.
(S=Severity)

11

12.
(D=Detect)

13.

14,

15
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15.

16.
17.

Proactive Quality Strategies

Plans)

FMEA
FMEA

16

= SxOxD

FMEA

(Failure Mode)

(Product and Process Action

) FMEA



(Functional or equipment identification)
(Functional or Equipment Purpose)
(Failure mode)
(Failure mechanism)
(Failure detection)
(Failure compensation)
(Failure effects)
(Preventive measures)

FMEA (FMEA Format Variation)

2 FMEA
(Functional approach)
2 (part-level)

FMEA

(Functional Level Analysis)

(Part Level Analysis)

(Unique hardware identification)
(Detailed hardware description)
(Detailed  description
hardware function)
(interface)
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2.5

Deming

251

(Failure on demand)
(Standby Failure)
(Operational failure)
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Broadly

S RN SO e

19

(Trait period)

.. 1940
(Behavioral period) .. 1940
.. 1960
(Situational-contingency period)
1960
(Leader-Trait Theories)
( )

Torrcy



(Behavioral Theories of Leadership)

Reitz

(Subordinate®)
(Task)

(Peers)

1

2

3

4 (Superior)
5

6 (The Leader's own characteristics)
7

(Hybrid Theories)
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MBIiBrii* — ujyimiifi-

“Integrity”

“Maturity"

will

“Self-discipline *

“Flexibility

“Confidence”

“Endurance”

“Decisiveness”

“Initiative”

“ Justice”

“Self-improvement”

iMiaminluMnynjmy

21

“ Coolness under stress”



13.

14.

15.

16.

17.

18.

19.

“‘Assertiveness”

“Empathy

Compassion”

“Sense of humor”

“Bearing’”

“Humility”

“Creativity”

“Tact”

Shannon, Adams, and Yoder

(Expert)
(Legitimate)

(Reciprocal)

22
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Deming

(Management-Leadership-

Motivation Models, MLM)
MLM MLM

25.2
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Covey's PCL
(
3
L
2.

TQ
(Quality Council®

(Work-Unit) self-directed work team
Wellins et 4.

first line supervisor
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2.
3.
4

eishord

TQ

(Cross  Functional)

( ,
|

(Brainstorming)

(Reflection)
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3
2 (Group maintenance) 3
Group task
. Initiator
] Information seeker
. Opinion seeker
* Elaborator
‘ Coordinator
. Orienter
J Evaluator critic
J Energizer
] Procedural Technician
* Recoder
Group maintenance
. Encourager
. Harmonizer
¢ Compromiser
. Gatekeeper and expediter
J Standard setter
. Group observer
. Follower
Individual
. Team player
. Aggressor
. Blocker
. Self confessor
] Playboy
. Dominator
] Help seeker

‘ Special interest leader

(Individual)

27

(Group task)



2
. (groupthink)
2. (group conflict)
groupthink
Beebe
Masterson 3
1 Psudo conflict
2. Simple conflict
3. Ego conflict
Psudo conflict
Simple conflict
Ego conflict
Pseudo Simple conflict ego conflict
Weishord
Weishord
3
1
2
3

Burgoon et

28
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Un

(TeC  TQM)

Shannon's
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1. Creative behavior
2.

11

12

Shannon

(Creative ability)

10
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) ,
6.
1.
8.
9.
2
L
2.
2.5.3
. 4 (prevention costs),
(appraisal costs), (internal costs of
defects) (external costs of defects) 2
2
Deming
' 85
(Total Quality Control : TOC), (Quality Circles

Taguchi QFD
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8203 (B)

CFR 820
803

21 CFR 820.198

100
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2
21 CFR



FDA

FDA

1820.200(0)&(e)

820.198

820.198

(CGMP)
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(820.198)
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