MMD: Medical Device Directive
1SO14155

NPO

45

Cl1

1 21)

a priori

1 3(1)



2 3(3)
C.1.2
c.1.2.1
EU 1SO14155
1
2

46

GCP(Good Clinical Practice)

Common Rule

DHHS:Department of
Health and Human Services OHRP(Office
for Human Research Protection)
45CFR46

(assurance of compliance)

21CFR50

1
CIHR: Canadian Institute of Health Re-
search, NSERC: National Sciences and Engi-
neering Research Council of Canada, SSHRC:
Social Sciences and Humanities Ressearch

Council of Canada 3 Council
"Tr1 Council Policy”
3

3
Interagency Adviso-
ry Board on Research Ethics (the Panel)

Council
MOU: Mem-
orandum of Understanding



«45CFR46  Protection of
Human Subjects

« OHRP(Office for Human Research Protection,
DHHS)
. Code of Federal Regulation

*Tri Council Policy State-
ment for Research involving
Humans

* Interagency Advisory Board on Research Eth-
ics (the Panel)
¢ 3 Council(CIHR: Canadian Institute of Health
Research, NSERC: National Sciences and En-
gineering Research Council of Canada,
SSHRC: Social Sciences and Humanities Res-
search Council of Canada)
(MOU: Memorandum of Understanding)

« National Statement on Eth-
ical Conduct in Human Re-
search

« National Health and Medical Research Council
« Australian Research Council
» Australian Vice Chancellors’ Committee

* Act on Research Ethics Re-
view of Health Research
Project, 1992 2012

EU

* Council Directive 93/42/EEC
concerning medical devices

ISO/CEN

«1SO14155 Clinical inves-
tigation of medical devices
for human subjects-Good
Clinical Practice

« ISO/TC194

Council

GCP

“National Statement on Ethical Conduct in

Human Research”

and Medical Research Council

3
National Health
Australian

Research Council
The
Vice-Chancellors’ Committee

Australlian

National Statement

National
Statement

47




GCP

21CFR50

* 3 Council

GCP

National Statement

Danish Health
and Medicines Au-
thority

Medical Device

EU L4 . .
. . . ISO/CEN
ISO/CEN
Danish Health and Medicines
1980 Authority
1992
EU
EU
GCP MDD(Medical Device Directive)
GCP Directive( )
EU

48




1 3(16)

. 3(5)

46.103(a)

46:107
5

46.123
« HHS

OHRP

Q&A

MOU

513

5.1.29-30
. 8

1/3

5.5.6

13

4,5,6

3, 4,

41(1)

49




5
5
EU .
3.18 7.1
ISO/CEN . .
GMDN(General Medical
Devices Nomenclature)
MDD
ISO
14155:2011
ISO
CEN 2
1SO014155:2003 TC194
GCP 3 OHRP
GCP OHRP
ISO
EN14155:2011 EU
OHRP HHS
NIH
NIH
EU (
TC173/WG9
ISO14155
OHRP
CE
EN14155
C.1.2.2
MOU

50




OHRP

MOU

1/3

EU
MDD

ISO

C.2

C.2.1

51

2 3(4)

minimal risk

negligible risk no

more than low risk

45CFR46

4

45CFR46
minimal risk

OHRP

“delegated REB(Research Ethics Board)”

"minimal risk research



1 2(1) . 309
2 3(4)
46.101(b) 46.110

e Minimal risk

52




2.2-2.5

6.12
+ delegated REB(Research Ethics
Board)

minimal risk research

 minimal risk research

» minimal risk research
-minimal risk

minimal risk
minimal risk research

- minimal risk

e minimal risk:

5.1.22
+ negligible risk(2.1: negligible risk

)

5.1.18-21

» no more than low risk(2.1: low risk
)

« low risk

14(29-(5)

EU

53




risk

minimal risk

C.2.2

54

(ii) (ii1) (v) W)
4 2(1)
3.9(d) 3.9(d) 3.9(d)
4.5.2 4.5.4

19(1) 19(1) 19(3) 19(2)
19(3) 19(2)

19(3)

negligible minimal risk




SIIIDR: Subcommittee for the Inclusion of In-
dividuals with Impared Decision Making in

Research 8 2009 3
C.2.2.1
27
(iii)
@)
(Gi)
(iii) National Statements
Gv) 4.5 Gv) )
W) 1 2
2
@ Gv) (1i1)
(iii)
5 5
(iii) 19 ()
27
45CFR46 5
D.
1. http://www.mhlw.go.jp/general/seido/kousei/i
(iii) 2000 -kenkyu/rinsyo/dl/shishin.pdf
Common Rule 2. Code of Federal Regulations, 45cfr46, OHRP,
1991 HHS

http://www.hhs.gov/ohrp/humansubjects/gu
idance/45cfr46.html

3. TCPS 2 - Tri-Council Policy Statement: Eth-
ical Conduct for Research Involving Hu-
mans

OHRP  Secretary’s Advisory Committee on
Human Research Protection

55



http!//www.ethics.gc.ca/eng/policy-politique/
initiatives/tcps2-eptc2/Default/

4. National Statement on Ethical Conduct in
Human Research 2007 - Updated 2009,
National Health and Medical Research
Council,
http!//www.nhmrc.gov.au/guidelines/publica
tions/e72

5. Act on Research Ethics Review of Health
Research Projects, Den Nationale Viden-
skabsetiske Komité,
http://[www.cvk.sum.dk/English/actonabiom
edicalresearch.aspx

6. COUNCIL DIRECTIVE 93/42/EEC of 14
June 1993 concerning medical device, EU
Government,
http://eur-lex.europa.eu/LexUriServ/LexUri
Serv.do?uri=CONSLEG:19931.0042:200710
11:EN:PDF

7.ISO 14155:2011, Clinical investigation of
medical devices for human subjects — Good
clinical practice

8. “Recommendations from the Subcommittee
for the Inclusion of Individuals with Im-
paired Decision Making in Research
(SITIIDR)”
http//www.hhs.gov/ohrp/sachrp/20090715le
tterattach.html

56



