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Good Manufacturing Practice Postmarket Surveillance FDA
FDA
3 1990 Safe Medical Devices Act of 1990
- Device User Facility DUF
FDA
- PMA
FDA
_ ce > FDA
- FDA GMP (design control)
- Public Health Service Act
4 1992 Medical Device Amendments of 1992
1990
FDA
5 1997 Food and Drug Administration Modernization Act (FDAMA) of 1997
FDAMA FDA 1938
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FDAMA

FDAMA FDA

FDA

FDAMA FDA

6 2002

2002

MDUFMA
26

FDA

FDA
FDAMA FDA

FDA

Medical Device User Fee and Modernization Act (MDUFMA) of

FDA MDUFMA 2002 10

PMA PDP
BLA certain supplements 510k

Medical Devices Technical Corrections

MDUFM

|




502(u)

FD&C

FD&C

CLIA
diagnostic test, IVD

complexity
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FDA

FD&C Act 2005 10 26

Public Health Service Act

FDA
FDA FDA
FD&C
Fair Packaging and Labeling Act
Federal Trade Commission
FDA
Clinical Laboratories Improvements Act CLIA

in vitro

waivers moderate and high

5.21 CFR 800 1299

CFR 21 , 1 Part 1 Part 99 8
Part 800 Part 1299 7.1
7.3
1.
21 CFR 862 892 7.2 1700 16
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Regulation Number
Product Code 7
21 CFR 892

892.1000 LNH
CFR

FDA
Medical Device Listing Form, FDA-2892

513 FD&C
ACT section 513
- Class | General Controls
GMP
Class Il
Class Il
- Class I General Controls

and Special Controls

7.1

21 CFR 800

21 CFR 803

21 CFR 805

21 CFR 807

21 CFR 809

21 CFR 812

21 CFR 814

21 CFR 821

21 CFR 860
21 CFR862 892 ( 8.2" ")

21 CFR 898

21 CFR 862

21 CFR 866

21 CFR 870

21 CFR 874

21 CFR 878

21 CFR 882

21 CFR 886

21 CFR 890

Unitea

V
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FDA mandatory performance standards
@
)
3)
(4) FDA FDA
®)
(6) FDA
@) 520(e)
(8)
- Class Il General Controls and Premarket Approval
Class Il
PMA
1] 1
PMA 20% 1 PMA Il
CFR [510(k)]
FDA
FDA I I FD&C ACT 510(k)
Premarket Notification FDA 1 1976
1976 5 28 preamendments device PMA
513 Classification Penal
FDA 16 16
FDA FDA
CFR
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FDA
FDA
7.4
7.1
1.
g Hilbdi)
201(h) Federal
WA i 75 B I 7 S b Food Drug & Cosmetic ACT (FD&C ACT) section 201(h)
WA it K 2 U

A IR AIE R — O 2R

- National Formulary
R %Tﬁfﬁfiﬂ*ﬁ%ﬁﬁﬁm the United States Pharmacopeia

H \
L g )

i
S

oy |

16 1700

Regulation Numbe
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http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm

FDA Recognized Consensus
Standard
3.
General Controls 1976 FDA
FDA |
- Establishment Registration
- Medical Device Listing
- GMP /
- [510(k)]
4,
Premarket Notification [510(k)] Premarket
Approval
510(k) PMA
FDA Investigational Device Exemption IDE
7.5 —_—
7.5.1
FDA FDA
21 CFR 807
FDA
FDA FDA

72
L United States Market



FDA 2891 FDA

www.fda.gov

FDA

2002 2 11
FDA
90 FDA

FDA 289

FDA2892
FDA
FDA
FDA FDA
FDA
7
FDA

FDA 2892

FDA 2891a

FDA
FDA

30

30




7.5.3

2. [510(K)]

510(k)
510(k)

United States Market
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21 CFR 801 21 CFR 809

FDA



3. GMP

QA

GMP QA




iii X
- X

X

FBL
X
- X
=X
X

i X “

United States Market
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200 nm 400 nm




5. FDA

754

FDA

FDA

United States Market

GMP

GMP / Qs

Good Manufacturing Practices GMP

520 GMP

GMP

CFR 21 820

FDA
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Quality System QS

FDA



FDA ISO 9001
FDA
FDA
FDA
7.5.5 Premarket Notification [510(k)]
| Il PMA
510
FDA
Equivalent SE
510(k)
1 —
Predicate Device

2 —— 510(k)
3 —_— FDA
4 — FDA
5 —_— 510(k)
6 —
i/ .
8 i
9

10 510(K)

ISO 13485

FDA

FDA

FDA
111
90 FDA

Substantially
510(k)

21 CFR 807 Subpart E 510(k)

510(k)
510(k)
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- FDA
FDA 510(k) 510(k)
510(k) FDA GMP 21 CFR 820
510(Kk) FDA PMA
1976 5 28 preamendment device 1]
Il | 510(k) 1]
““predicate device(s)””
predicate device 510(k)
predicate device
1.
FDA ““predicate device(s)””
- FDA
2. 510(k)
21 CFR 807 510(k)

510(K)

m United States Market



FDA 510(k)
1
510(k)
510(k)
510(k)
2
FDA
510(k)
3
510(Kk)
510(k)
4 /
1 1l |
design controls [21 CFR 820.30] 510(k) FDA
21 CFR 820

510(K) ‘
3. 510(K) 3

- 510(k)
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510(K)
510(k)

510(k)
21 CFR 820 510(K)

4. 510(K)

1
510(k) 510(k)

2 510(K)

3 ““Distributed by ABC Firm””> ““Manufactured for ABC
Firm”> 21 CFR 801.1 510(Kk)

4 510(k)
510(K)

5 1976 5 28 510(K)

“c grandfathered

6 510(k)
- 510(k)
- 510(k) 510(k)
510(k) 510(k)

7 21 CFR 862-892 (T 510(k)
510(k)

5. 510(K)
FDA 510(K)
K YYXXXX

m United States Market



FDA 510(k)
FDA
GMP Clearance GMP 510(k)
6.
CDRH 510(Kk) 510(k) CDRH
FDA 510(k)

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfThirdParty/current.cfm#4

FDA 510(k) BSI UL Intertek TUV TUV
11 510(K)

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfthirdparty/accredit.cfm

510(k)
2008 1 8 FDA 510(K)
3404 2007 18% FDA  90% 510(k) 90 98% 510(k) 150
510(k) 150
75.6 510(k) GMP
1.1 510(k) GMP
513 (d)(2)(A) FDA Class |
[510(K)] 800 | 510(k) [ GMP
FDA 206 | 510(k)

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpcd/3151.cfm

2.1 510(k)
1997 Food and Drug Administration Modernization Act (FDAMA) of 1997
FDA Il 510(k)

60 I 510(k) I GMP

United States Market
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CFR 21 862 892 ik 9 510(k) 21 CFR
Parts 862-892 FDA
/ GMP
FDA Federal Register 1998 2 2 [Page 5387-5393] 1998 1 21 [Page 3142-3145]
| I 510(k) http://www.

accessdata.fda.gov/scripts/cdrh/cfdocs/cfpcd/315.cfm

7.6 1 Premarket Approval
FDA 1 1
1
515 1]
] preamendment devices Class 111 510(k)
PMA FDA FDA
PMA
PMA FDA PMA
PMA
FDA 180 PMA
PMA FDA
FDA FDA
FDA 30 FDA
21 CFR 814 PMA 1] 501(f)
1. PMA
CFR 1976 I PMA Il CFR
“ I PMA 77 “
77 510(Kk)

"34 United States Market



PMA preamendment devices
CFR FDA
PMA PMA
510(k) FDA510(k)
510(k)
| 1
11 PMA 510(k) 11}
| Il 30
60 FDA
| Il 510(k) predicate
device FDA 1 PMA IDE 30
FDA
2.1 preamendment devices transitional devices postamendment devices PMA

- Preamendment Devices

Preamendment Devices 1976 5 28
FDA 1l PMA
Preamendment Class Il Devices FDA PMA PMA
PMA CFR
PMA PMA Class Il Preamendment devices 510(Kk)
510(k) Class Ill Preamendment devices CFR 1] ““Date premarket

approval application (PMA) or notice of completion of product development protocol (PDP) is required. No effective date
has been established of the requirement for premarket approval.”” 21
CFR 870. 3535 21 CFR 870.3545 21 CFR 870.3680

21 CFR 878.5650

- Postamendment Devices
Postamendment Devices 1976 5 28

& 3 77  ““Preamendment Devices”” PMA 510(k)

preamendment Class Il devices

United States Market m
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- Transitional Devices

Transitional Devices 1976 5 28 FDA New
Drug Application NDA I PMA ““N~” CFR
1] “c 515 1976 5 28
PMA i 21 CFR 886.3600

Transitional Devices Class Il
3. PMA
PMA

FDA
FDA PMA
FDA
FDA PMA

21CFR Part 58

IDE
FDA
PMA FDA
FDA
2008 1 8 FDA PMA 185,000 2007

37%
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7.7 Investigational Device Exemption , IDE
FD&C Act
510(k) PMA FD&C Act 520(g) FDA
510(k) PMA
PMA 510(k)
IDE
- Institutional Review Board IRB Non-significant Risk
Device Significant Risk Device IRB FDA

- Informed Consent

IDE IDE
510(k) PMA FDA

Good Clinical Practices GCP CFR

21 CFR 812 W
21 CFR 50 \

21 CFR 56

= 21 CFR 54
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1.
1 FDA
2 FDA 30 FDA
3 FDA 60
4 FDA
5 FDA
2.
FDA FDA
Il 1]
SOP
7.8.2 MDR
1984
FDA 1996 7 31
FDA FDA 21 CFR
803 7.3

- 21 CFR 803.17
- 21 CFR 803.18
- 21 CFR 803.50 21 CFR 803.52

m United States Market



-5 21 CFR 803.53
- 21 CFR 803.55
- 21 CFR 803.56

7.3 21 CFR 803

7.8.3




FDA

FDA

FDA

FDA

END United States Market
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FDA
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7.9 47 CFR Part 18
FCC
FCC
FCC 50
FCC
15 47
FCC Equipment
Authorization FCC 47 CFR 18 47 CFR 2 47 CFR 18
ISM

Declaration of Conformity DoC Certification Verification
FCC

1.

47 CFR 18.305 47 CFR 18.307
7.4 {25

ISM
47 CFR 18.301

450k <500 2400/ (kHz)
o= =600k 2001 (et

<500

<500

o ___

10 [mu]V/m 1000 MHz

10 [mu]V/m
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7.5
I O e
110 =

0.009 0.05

0.15 0.5 66 56 56 46

2.

47 CFR 18.203 FCC 7.6

DoC Certification

Verification

1 Verification
FCC 47 CFR 2.902 FCC
FCC
2 DoC
FCC
47 CFR 2.906 FCC FCC Accredited
Laboratory NVLAP
A2LA FCC

https://fjallfoss.fcc.gov/oetcf/eas/reports/TestFirmSearch.cfm ““Test Firm Type~~

C)=) .
United States Market



““Accredited””

3 Certification

FCC FCC

FCC ID

reports/TestFirmSearch.cfm ““Test Firm Type~~

FCC ID FCC FRN
FCC ID
Grantee Code Code
Authorization Form 159 FCC Remittance Advice
1D 60 FCC

FCC

FCCID

FCC

FCC ID

FCC
FCC Identifier FCC

Applicant * s unique Equipment Product Code

FCC FCC

Grantee Code FCC
FCC

FCC ID Original Grant

““FCC ID**

Telecommunication Certification Body TCB

2.948 Listed
https://fjallfoss.fcc.gov/oetcf/eas/

©©2.948 Listed””

FCC Registration Number
Grantee Code
FCC

FCC Form 731 Application for Equipment
Form 159 FCC
FCC ID Grantee Code

47 CFR 2.954

FCC logo 7.2

47 CFR 2.926 FCC
3 Grantee Code
14 14

niea sies e IS I
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- ““This product may cause interference
to radio equipment and should not be installed near maritime safety communications equipment, ships at sea or other

critical navigation or communications equipment operating between 0.45-30 MHz.”” 47 CFR 18.213

FCC

- ““This device complies with Part 18 of the FCC Rules.””

[25] U.S. Food and Drug Administration. Device Advice[EB/OL]. [2008-02-28]. http://www.fda.gov/cdrh/
devadvice/.

[26] U.S. Food and Drug Administration. Federal Food, Drug, and Cosmetic Act[EB/OL]. [2008-03-01]. http://
www.fda.gov/opacom/laws/fdcact/fdctoc.htm.

[27] U.S. Food and Drug Administration. CFR Title 21 Database[DB/OL]. [2008-03-05].http://www.accessdata.fda.
gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm.

[28] . FDA [31. 2006 12(6) 36-42.

[29] . FDA [31. 2007 13(7) 29-35.

[30] Federal Communications Commission. Equipment Authorization(EA)-Office of Engineering and
Technicology(OET)[EB/OL]. [2008-03-09]. http://www.fcc.gov/oet/ea/.

[31] GPO Access. Electirc Code of Federal Regulations[DB/OL]. [2008-03-09]. http://ecfr.gpoaccess.gov/cgilt/
text/text—idx?c=ecfr.

[32] Federal Communications Commission. Guidelines for Labelling and User Information for Devices Subject to
Part 15 and Part 18[EB/OL]. [2008-03-10]. http://fjallfoss.fcc.gov/prod/oet/forms/blobs/IDBretrieve.cgi?attachment_
id=24693.
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FDA

ISO IEC

' /' _______________________________

1
2
3
4
5
6
7
8
9

10

11
12

13
14

15
16

17

18
19
20

21
22

23
24
25

26

27

IEC 60601-1
IEC 60601-1-1
IEC 60601-1-2
IEC 60601-1-6
IEC 60601-1-8
IEC 60601-1-9
IEC 60601-1-10

ISO 11607-1

ISO 11607-2

ISO 15223

ISO 15223-1
ISO 13485

IEC 60601-2-33

IEC 62464-1

IEC 60601-2-37
IEC 61157

IEC 61266

IEC 60601-2-4
IEC 60601-2-23
IEC 60601-2-27

IEC 60601-2-30

IEC 60601-2-34

IEC 60601-2-37
IEC 60601-2-49
IEC 60601-3-1

IEC 61010-2-101

ISO 15197

2005
2000
2007
2006
2006
2007
2007
2006
2006

2000

2007
2003

2006

2007

2007
2007

1994

2005
1999
2005

1999

2005

2007
2006
1996

2002

2003

Ed.
Ed.
Ed.
Ed.
Ed.
Ed.
Ed.

3.0
2.0
3.0
2.0
2.0
1.0
1.0

Ed. 1

Ed. 1
Ed. 1

Am1:2002
Am2:2004

Ed. 1
Ed. 2

Ed.
Am1:2006

Am2:2007

Ed.

Ed.
Ed.

Ed.

Ed.
Ed.
Ed.

Ed.
Ed.

Ed.
Ed.
Ed.

Ed.

2.2

1.0

2.0
2.0

1.0

2.0
2.0
2.0

2.0
2.0

2.0
1.0
1.0

1.0

Ed. 1

. 1SO 9001

2-33

2-37

2 27

2-37
2-49
3-1

2-101 (IVD)
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B
e e O

1
2
3
4
5
6
7
8
9

10
11
12

13
14

5
16
17

18

19
20
21

22

23

EN 60601-1
EN 60601-1-1
EN 60601-1-2
EN 60601-1-3
EN 60601-1-4
EN 60601-1-6
EN 60601-1-8

EN 980

EN 1041
EN ISO 14155-1
EN ISO 11607-1
EN ISO 11607-2

EN 60601-2-33

EN 60601-2-37

EN 60601-2-4
EN 60601-2-23
EN 60601-2-27

EN 60601-2-30

EN 60601-2-34
EN 60601-2-37
EN 60601-2-49

EN 61010-2-101

EN ISO 15197

C

2006
2001
2007

1994

1996
2007
2007
2003
1998
2003
2006
2006

2002

2001

2003
2000
2006

2000

2000
2001
2001

2002

2003

A1:1999

A1:2005
A2:2005

FDA

e S =
=

=

w
|

>

1 ISO 14155-1:2003; EN 540:1993

2-37

2-4
2-23

T

2-30 (

2-37
2-49

2-101 (IVD)

Recognized Consensus Standards

~N o o b W DN B

NEMA MS 4
NEMA MS 10
NEMA MS 11
NEMA MS 12

IEC 60601-2-33

NEMA MS 6
NEMA MS 1

2006
2006
2006
2006
2006
2000
2001

892.1000
892.1000
892.1000
892.1000
892.1000
892.1000
892.1000

SAR
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—

... ! _____________________________
B

892.1560/
8 NEMA UD 3 2004 9927500
892.1560/
9 NEMA UD 2 2004 2027500
892.1560/
10 AIUM AOMS 2005 9227990
892.1560/
11 IEC 60601-2-37 2007 9927500 . 2-37
12 AIUM MUS 2002 892.1560
892.1560/
13 NEMA UD 3 2004 8921570/
892.1550
892.1560/
14 NEMA UD 2 2004  892.1570/
892.1550
892.1560/
15 AIUM AOMS 2005  892.1570/
892.1550
16 AIUM RTD1 2005  892.1550 L
892.1560/
17 IEC 60601-2-37 2007 892.1570/ . 2-37
892.1550
892.1560/
18 AIUM MUS 2002 9327590
870.2300/
19 AAMI EC53 1995  870.1025/
870.5310
20 AAMI ANSI EC13 1992 870.2300 ,
21 AAMI ANSI EC38 1998 8702300
870.2300/
22 AAMI ANSI EC57 1998 070280
23 AAMI ANSI DF-39 1993 8705310
24 AAMI SP10 2002 870.1130
25 AAMI 60601-2-30 1999-12 8701130 . N (
26 CLSI H20-A2 2007 8645220 2
27 NCCLS H42-A 2003 8645220
28 NCCLS H43-A 2004 8645220
862.1660/
9 e 2000 9551665  (2000) ISBN 1-56238-406-6.
30  CLSINCCLS GP14-A 1996 8621170
31 1SO 15197 2003 862.1345
32 CLSI NCCLS C30-A 2006  862.1345
33 CLSINCCLS GP14-A 1996  862.1345
34 IEC 60601-2-34 2005  870.1110 e ( )
35  AAMI ANSI BP22 (R2001) 1994  870.1110
36 AAMI SP10 2002 870.1110

c . . .
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D

10

11
12

13
14
s
16
17

18

19

20

21
22

23
24
25
26
27

28

29

GB 9706.1-2007

GB 4793-1-2007
GB/T 14710-1993

YY 0466-2003

YY 0319-2000
YY/T 0482-2004

GB 9706.9-1997

GB 10152-1997
GBI/T 15214-1994

GB 16846-1997

YYIT 1084-2007
YYIT 1142-2003

YY/T 0111-2005
YY 0448-2003
YY 0449-2003

YY/T 0458-2003
YY 0593-2005

GB 9706.25-2005

GB 9706.8-1995

GB 9706.9-1997

YY 91079-1999
YYIT 1142-2003

YYIT 0456.1-2003

YY/T 0456.2-2003

YY/T 0456.3-2003
YY/T 0014-2005
YY 91046-1999

GB/T 19634-2005

GB/T 21416-2008

IEC 60601-1:1988

1 IEC 61010-1:2001
Ed. 2.0

I1SO 15223:2000

IEC 60601-2-33:1995

IEC 1157:1992

IEC 61266:1994

IEC 61685:2001

IEC 60601-2-27:1994

IEC 60601-2-4:1983

I1SO 15197:2003
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IEC 60601-1:2005
(Ed. 3.0)

IEC 61010-1:2001
(Ed. 2.0)

ISO 15223:2000+
Amd 1:2002+
Amd 2:2004

IEC 60601-2-33:2008
(Ed. 2.2)

IEC 61157:2007
(Ed. 2.0)

IEC 61266:1994
(Ed. 1.0)

IEC 61685:2001
(Ed. 1.0)

IEC 60601-2-27:2005
(Ed. 2.0)

IEC 60601-2-4:2005
(Ed. 2.0)

ISO 15197:2003
(Ed. 1)
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