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I1SO 9001(1994 )20

ISO 9001 (1994 ) 1. 2.
3. 4,
20 4.1 4.2 43
4.4 4.5 4.6 4.7
4.8 4.9 4.10
4.11 4.12
4.13 4.14 4.15
4.16 4.17
4.18 4.19 4.20
( QMS)

(QC, Quality Control)
(QA, Quality Assurance)

(QMS, Quality

Management System)

25%
15%

ISO ISO
ISO ISO
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9000 (2000 ) 2000
ISO 9000 (1994 ) 2000

ISO labeling

nonconformity scarp

ISO
ISO
ISO ISO
SHALL ISO 9001
ISO
SHALL
SHALL ISO
SHALL
Procedure
ISO
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ISO 9001 (1994 ) 20 4.1

4.1.1 4.1.2 4.1.2.1
4.1.2.2 4.1.2.3 4.1.3
4.1
ISO
John
Ruskin 1819-1900 It’s unwise to pay

too much, but it’s unwise to pay too little

quality assurance
Quality Control

Quality Management System
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ISO

ISO

ISO 9001(2000 )

() 6.1 resources quality management
system satisfaction 6.2 education training  skills
experience identify competency provide training evaluate the
effectiveness  relevance  importance records 6.3
conformity of product workspace equipment supporting
services 6.4 work environment

() SHALL 6-1 1 SHALL
6-2-1 1 SHALL 6-2-2 1 SHALL 6-3

1 SHALL o6-4 1 SHALL 6-1
5 SHALL
() ISO
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ISO
ISO

resources

ISO

ISO
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ISO

ISO

ISO 9001 (2000 )

measurement and monitoring
activities  applicable methodologies  statistical
techniques  internal audit conducting audit
corrective action verification implementation
customer requirement  appropriate  realization
process records product release service delivery
satisfactorily completed documented procedure
nonconforming product characteristics of process
quality management system  quality policy
objectives audit result analysis of data corrective

and preventive action  management review

nonconformities appropriate potential
nonconformities

SHALL
8-1 2 SHALL 8-2-1 2
SHALL 8-2-2 7 SHALL 8-2-3
2 SHALL 8-24 5 SHALL  8-3
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4 SHALL 8-4
2 SHALL  8-5-2
3 3 SHALL

SHALL

ISO

2 SHALL 8-5-1
3 SHALL 8-5-

8-1 32

nonconforming product

ISO

procedure

ISO
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ISO2000
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( Internal Quality Audit)

First party audit

audit)

Second party audit

Third party audit

21

(snap-shot)

(objective evidence)

(internal quality

ISO 9001 1994 Sec. 4.17
registrar
(
(



RAB(Registrar Accrediation Board)
provisional auditor, auditor, lead auditor ISO

auditor, lead auditor

(Audit Schedule)
ISO 9001 4.17
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N/
/N

90

(Document Review)

(Checklists)
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4. (Notification)

1 party audit 2" party
audit 3" party audit

1. /1% party audit

ISO9001 section 4.17

(follow-up audit)

)
2. /2™ party audit

(purchase order)
ISO9001 Clause 4.6.2
3. /3" party audit
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( ISO FDA)

(Opening Meeting)

(Objective Evidence)

3rd party audit

(1) 2nd party audit
2)
€) party
(NCR) (CAR)
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(1)
(2)
3)
(4)
(5)

(CAR)

CAR

(CAR)

CAR

CAR
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(NCR)
(CAR)

CAR



(opening meeting)

(review meeting)

meeting)
meeting)
5. (closing meeting)
CAR
(CAR)
(checklist)
(CAR)
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(wrap-up

(closing



CAR

(CAR)

ISO
ISO

ISO

ISO

Level 1 Level 2
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ISO

ISO

ISO
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1993 8 USA TODAY

Productivity
20% 18%
ISO
ISO
ISO
ISO
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18%
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(FDA)
Center for Device & Radiological Health, CDRH

1976 5 FFD&C Act
1990 Safe Medical Device Act 1992

Medical Device Amendments

FFD&C Act 1997 Food and Drug Administration

Modernization Act, 1997 11 21

Modernization Act

1998 2 19

21CFR Parts
800-1299 part
21CFR Part807
21CFR Part820
21CFR Part803
21CFR Part806
21CFR Part801
21CFR Part807 814

GMP 1996
QSR 21CFR Part 820 ISO9000
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QSR ISO9000

21CFR Part 862-892

21CFR Part 862-892
16 1750 46 47

( General Control )

FDA2891
CFR 807.20
FDA
FDA2892
FDA
21CFR 820
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GMP
4. 21CFR 801 809
5. FDA 510 k
729 93

Medical Device Exemptions

GMP
5
( Special Control )
FDAMA FDA
1998 9 62
740
CDRH

FDA Modernization Act Information Guidance Pertaining

to the FDA Modernization Act Procedures for

Classll Exemptions from Premarket Notification; Guidance for

Industry and CDRH Staff
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Premarket Approval

122
Premarket Approval ; PMA
Development Protocol (PDP) Process
PMA PDP
1. 21CFR 862-892

2. FDA

not substantial equivalent

515(b) PMA
CDRH
PMA PDP FDA

PMA PDP

34

Product

FDA

PMA/PDP

21CFR 862-892



FDA FDA

FDA
FDA
not substantial equivalent
FDA
30 FDA CDRH
FDAMA evaluation of Automatic Class I
Designation
FDA QSR 1ISO9001
1978 GMP 1996 ISO9001
GMP Quality System Regulation, QSR
cGMP
GMP
1.
2.
3.
4.
5.
6.
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10.

ISO9001 QSR

QSR ISO9000
GMP QSR ISO9000
1. QSR
2. QSR
3. QSR
4. QSR
5. QSR
ISO9001 QSR
ISO9001 QSR
ISO9001 QSR
4.1 8820.20
4.2 8820.05
820.20
4.3
4.4 §820.30
4.5 8820.40
4.6 8820.50
4.7 §820.80(a)
4.8 8820.60
8820.65
4.9 8820.70
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- §820.75
4.10 §320.80
4.11 §820.72
4.12 §320.86
4.13 §820.90
4.14 §820.100

§820.198
K
4.15 §820.120
§820.130
§820.140
§820.150
§820.160
§820.170
4.16 §820.80(¢)
§820.180
§820.181
§820.184
§820.186
§820.198
4.17 §820.22
4.18 §820.25
4.19 §820.200
4.20 §820.250
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ISO9001 QSR

1. ISO4.1 and 4.2/QSR§820.20

(1) QSR§820.20(b)  (3) -QSR
(2) QSR§820.20(c) -1S09001
QSR
FDA
FDA
2. 1S04.3 and 4.6/QSR§820.50(b) : /

(1) QSR§820.50(b)-

3. ISO4.4/ QSR§820.30

QSR 820.30(h)
820.30(1) Design History File,
DHF ISO
(1) QSR8820.30(a) -FDA
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ISO9001

(2) QSR§820.30(b)

ISO

(3) QSR§820.30(c)

(4) QSR§820.30(d)

(5) QSRE§820.30(e)

FDA

(6) QSR§820.30(f)

FDA
442
4.43
FDA
FDA
I1SO
FDA
1SO1509001
(DHF)
FDA
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(DHF)
(7) QSR§820.30(g) _FDA

(DHF)
(8) QSR§820.30(h) ;

(9) QSRE820.30(i) ;

(10) QSR§820.30(j) (DHF)-

DHF DHF

Note: QSR8820.30(i)- -

FDA
820.181 DMR

[SO4.5/ QSR§820.40

(1) QSR§820.40(a) FDA

(2) QSR§820.40(b) _FDA
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5. 1SO4.6/ QSR8820.50

(1) QSR§820.50(a) _FDA

(2) QSR§820.50(b) _FDA

6. 1SO4.7/ QSR §820.80(a)
FDA  820.80(a)
1SO4.7
7. 1S04.8/ QSRS 820.60  820.65

FDA

FDA DHR

8. IS0O4.9/ QSR8§820.70 , 820.170

(1) QSR§820.70(b) -
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(2) QSR§820.70(c)

(3) QSR§820.70(d)

(4) QSR§820.70(c)

(5) QSR§820.70(f)

(6) QSR§820.70(g)

(7) QSR8820.70(h)

820.40

4 2

820.75



(8) QSR§820.70(i)

(9) QSR§820.170 _FDA

9. QSR8820.75:ISO

(1) QSR§820.75(a)

(2) QSR§820.75(b)FDA

10. 1S0O4.10/ QSR8§820.80

1S04.6.4 4.7
FDA
(1) QSR§820.80(b) FDA
(2) QSR§820.80(c) _FDA
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ISO

(3) QSR§820.80(d) -

(1) DMR )
(3)
(4) QSR§820.80(e) ;
DHF
11. 1SO4.11/ QSR§820.72
(1) QSR§820.72(b)-FDA
FDA
FDA
12. 1SO4.12/ QSR§820.90
(1) QSR§820.90(a) _FDA

ISO9001 4.14

4 4



(2) QSR§820.90(b) FDA

DHR

13. 1SO4.14/ QSR§820.100
(1)820.100(a)-FDA

FDA

(2)820.100(b)-FDA

14. ISO4.15/ QSR § 820.120,820.130,820.140,820.150,
820.160,820.170

( 1SO4.3 ) ( 1SO4.9

)
(1) QSR§820.120 _FDA

DHR

45



(2) QSR§820.130

(3) QSR§820.140

(4) QSR§820.150

(5) QSR§820.160(a)

820.160(b)

(6) QSR§820.170

DHR

820.65

-FDA

-FDA

ISO9001

-FDA  ISO

-FDA
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15. ISO4.16/ QSR8820.180,820.186

FDA 820.181
(DMR), 820.184(Device History Records)

820.198(Complaint Files), 820.180 820.186
(QSR)
(1) QSR8§820.180 -FDA
FDA
FDA
(2) QSR8820.186 -FDA
QSRs
820.40
16. QSR§820.181 DMR ISO
FDA
820.40 DMR DMR (1)
)
3)
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(4)

17. QSR8§820.184 DHR :ISO
DMR DHR
DMR
18. QSR8§820.198: Complaint Files ISO

(1) QSR§820.198(a) ISO9001
FDA QSR

19. 1SO4.17/ QSR8§820.22

FDA ISO

20. 1SO4.18/ QSR§820.25

FDA 820.25

FDA

48

()

FDA



21. 1SO4.19/ QSR§820.200

FDA 820.100

803 804 FDA

MDR
820.198

22. 1S04.20/ QSR§820.250

FDA

Complaint File

21CFR 820.3 b

Complaint
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21CFR 820

21CFR 803

Medical Device Reporting, MDR

21CFR 820.198

MedWatch
and FDA3500A
FDA
820.198
820.180 FDA
FDA
GMP
820.200(b)&(e)

50

FDA 3500



820.198

N en <

i O N 0
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control

GMP

oW

9,

FDA

820.198

820.198

820.100

820.180

FDA
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820.40 Document

GMP

MDR



820.25(b)

MDR Reportable Complaints

820.198(c)

820.198(d)

FDA

MDR
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FDA

N en <

e

N en <

o)
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820.198(c)

N

FDA MDR

820.198(e)
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GMP 820.180
FDA

704(e)  FDA

(519 )
GMP
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820.100

(820.20)

820.100

820.25(b)
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820.25(b)

820.100(a)(1)



820.100

MedWatch

820.25(b)
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GMP
21CFR 803
(MDR, Medical Device Reporting)
1.

MDR
FDA MDR
2.
FDA
30 FDA 3500A
FDA
5
FDA 5
FDA
MDR
3. adverse event
5
30 FDA

61



FDA 30

FDA
5
5
5 30
MDR
(1)
(2)
3) FDA FDA
FDA
MDR
MDR 803.17
MDR

(1)
(2) MDR
3) MDR
(4) MDR FDA
(5)

6 2



(6)
(7) FDA MDR

(8)
MDR

MDR

63



(

)

(D/sub 10/)

(probability)
12-25KGy

64

(1)



2) 3)

4)
(5)
(6)
10KGY
FDA
38 224
ppb
20
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PE Polystyene Polyamides Polyimides Polysulfone

30
180
GMP
WHO FDA

The Association for the Advancement of Medical Instrumentation
AAMI Bl
(Gamma VY ) ,
; (Batch Release
Method) AAMI Bl1

(
20 AAMI B1 130 AAMI Bl

)

(Bioburden )
(Verification Exposure)
Tryptic Soy Broth
(Process Dose)

Batch Release Method

6 6



1000CFU Sample Item Proportion 1
80%
Ethylene Oxide
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gamma-ray
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(EO.PO.

)

(FDA)
(WHO)

10.

11.

12.

13.

69




QSR

21 CFR 820.30 Design Control
EN46001 ANS/ISO/ASQC

21 CFR
820.30 ISO GMP
ISO QSR
Design Transfer

Design History File QSR ISO
QSR

1. management / administrative team

management document

project team
2.
HOW TO

3.

70



FDA

FDA

Labeling

3.95
100

FDA
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Design Control Guideline

2X
less than
more than
FDA
FDA
FDA

72

100X

at least



FDA

Design Transfer FDA

FDA
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GMP

GMP
GMP 1996
ISO9000
ISO
ISO ISO
ISO
GMP
GMP
87 4 22
GMP
87 8 10
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88 2 10

GMP

75




FDA

/
I(
http:// mefdi ca
8903|425 cms.itri.jorg.
i
21 CFR 862~892
FD&C| Act FDA Classification of
Sectli on Medical Devices
513 FDA Classification of
Medical Devices Data
| Base

76



7. (GMP) (QSD)

ISO

FDA
ISO
cGMP

BioCore ISO
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(

)

(

)

GMP ]""
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10.

11.

12.

13.

14.

15.

16.

. DO IT BY DESIGN: AN INTRODUCTION TO HUMAN FACTORS IN

MEDICAL DEVICES.

. DESIGN  CONTROL GUIDANCE FOR MEDICAL DEVICE

MANUFACTURERS.-

. FEDERAL REGISTER NOTICES ( 4160-01-P)

PART II 1997 DEVICE CGMP.

QUALITY SYSTEM AND GMP REGULATIONS FOR DEVICE
MANUFACTURERS. STEVER S. KUWAHARA ASQ 800-248-1946.

QUALITY SYSTEM REGULATION PART VII DEPARTMENT OF HEALTH
AND HUMAN SERVICE FOOD AND DRUG ADMINISTRATION 21 CFR
PART 820

MEDICAL DEVICES: CURRENT GOOD MANUFACTURING PRACTICE
(CGMP) FINTIAL RULE.

DETERMINING SUBSTANTIAL EQUIVALENCE: NEW CHALLENGES IN
THE 510(K) PROCESS.

JONATHAN S. KAHAN

MEDICAL DEVICE & DIAGNOSTIC INDUSTRY

AAMI (4995) NON-AAMI 795

VOLUME STT STERILIZATION COLLECTION STBK 9-S
AAMI/ISO 11737-2-1998

STERILIZATION OF MEDICAL DEVICES - MICROBIOLOGICA
METHOD-PART2: TESTS OF STERILITY PERFORMED IN THE
VALIDATION OF A STERILIZATION PROCESS.

ANSI/AAMI ST 66:1999

STERILIZATION OF HEALTH CARE PRODUCTS-CHEMICAL
INDICATORS-PART 2: CLASS 2 INDICATORS FOR AIR REMOVAL TEST

81



SHEETS AND PACKS.
17. ANSI/AAMI ST60-1996

18. STERILIZATION OF HEALTH CAKE PRODUCTS-CHEMICAL
INDICATORS-PART 1: GENERAL REQUIREMENT.

8 2



ISO

| SO8402

| SO9000-1

| SO9000- 2

| SO9001 1 SO9002 |1 SO9003

| SO9000- 3

| SO9001

| SO9000- 4
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| SO9001

| SO9002

(what to do )

| SO9003

| SO9004-1

(what to do ) 9001~9003

| SO9004- 2
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SO9004- 3
SO9004- 4
SO09004-5
SO9004-6

SO09004-7

SO10011-1

SO10011- 2
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SO10011-

SO010012-

SO10012-

SO010013

SO0O10014

2000

3

1

2

9001

21CFR Parts 800-1299
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