14

11
111
112
113
114
115
116
11.7
118
1.1.9
1.1.10
1111
1112

: 048-467-9293,

: 048-462-4616
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211
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2.2 NIH
221 NIH
2.22 NIH
223 IRB
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3.3
3.4
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Nuremberg Code

1964 WMA:World Medical Association

Declaration of Helsinki

Informed Consent IC

IC

Institutional Review Board

1970 1980

IRB

CIOMS The Council for International

Organizations of Medical Sciences
1970

1997 UNESCO United Nations Edicational,

Scientific and Culture Organization
Organization

Genome Organization

2000
UNESCO 1997
WHO 1997
CIOMS

WHO UNESCO HUGO

UN United Nations 2002

WHO World Health
HUGO Human



WEB

Nuremberg Code

1947

http://cellbank.nihs.go.jp/information/ethics/documents/nuernberge.htm

WMA DECLARATION OF HELSINKI : Ethical Principles| 2000/10{http://ww.med.or.jp/wma’helsinki00_e.html
for Medical Research Involving Human Subjects
UNESCO Universal Declaration on the Human Genome and| 1997/11|http://www.unesco.org/human_rights/hrbc.htm
Human Rights
WHO WHO PROPOSED INTERNATIONAL 1997/12|http:/iwww.who.int/ncd/hgn/hgnethic.htm
GUIDELINES ON ETHICAL ISSUES IN
MEDICAL GENETICS AND GENETIC SERVICES
WHO Operational guideline for ethics committee 2000/01|http://cellbank.nihs.go.jp/information/ethics/pdf/whoguideline.pdf
Reviewing Biomedical Research
CIOMS International Guidelines for Ethical Review of| 1991  |http://www.cioms.ch/frame_1991_texts_of_guidelines.htm
Epidemiological Studies
CIOMS CIOMS International Ethical Guidelines for 2002/01|http://mww.cioms.ch/frame_guidelines_january_2002.htm
Biomedical Research Involving Human Subjects
HUGO HUGO Ethics Committee Statement Addresses| 1999/11|http://www2.ncc.go.jp/elsi/html/kanren_shishin.htm
Sample Collection, Sharing
DNA Statement on the Principled Conduct of Genetic Research
HUGO STATEMENT ON DNA SAMPLING CONTROL| 1998/02|http:/imww2.ncc.go.jp/elsi/ntml/kanren_shishin.htm
AND ACCESS
DNA
WTO TRIPS(Agreement on Trade-Related Aspects of] 1994  |http://www.wto.org/english/tratop_e/trips_e/t_agmO_e.htm

Intellectual Property Rights)

WMA The World Medical Association, Inc.

UNESCO United Nations Edicational, Scientific and Culture Organization

WHO World Health Organization

WTO World Trade Organization

HUGO Human Genome Organization

CIOMS The Council for International Organizations of Medical Sciences
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11.2

EU European Union

Council of Europe

1997

WEB

Y Council of Europe

Convention for the Protection of Human Rights
and Dignity of the Human Being with regard to
the Application of Biology and Medicine:
Convention on Human Rights and Biomedicine
(ETS 164)

1997/04

http://conventions.coe.int/treaty/en/treaties/html/164.htm

Y Council of Europe

Additional Protocol to the Convention for the
Protection of Human Rights and Dignity of the
Human Being with regard to Application of
Biology and Medicine, on the Prohibitation of]
Cloning Human Beings (ETS 168)

1998/01

http://conventions.coe.int/treaty/en/treaties/html/168.htm

Y 1

Y Council of Europe

Additional Protocol to the Convention for the|
Protection of Individuals with regard to Automatic
Processing of Personal Data regarding supervisory
authorities and transborder data flows (ETS
181)

2001/11

http://conventions.coe.int/treaty/en/treaties/html/181.htm

Y 1




Council of Europe COE
1949 40
(EU European Union)

European Parliament
EU EU Temporary
Committee on Human Genetics and Other New Technologies in Modern
Medicine of the European Parliament

European Commission
EU EU European
Group on Ethics in Science and New Technologies EGE
EU
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IC 1953 NIH
National Institutes of Health
1962 2 FDA Food and Drug
Administration FD&C Food, Drag, Cosmetic Act
NIH 1966 FDA
NIH
IC IRB
1972 Tuskegee Syphilis Study
1973 National Research Act
IRB
45CFR46 Title 45 Code of Federal Regulations Part 46 Protection
of Human Subijects IRB
Belmont Report
RAC Recombinant DNA Advisory Committee DNA NIH
DNA
NIH 1995
2000
Policy Statement NIH
2000 NBAC National
Bioethics Advisory Commission 1997
1997 6 1998 ES
1999 9 2000 12
NIH
Assurance
NIH Assurance

MPA Multiple Project Assurance
CPA Cooperative Project Assurance

SPA Single Project Assurance



IRB

45CFR46
ES
NIH 1995 2000
NBAC 1999
2000 IRB
| WEB
National Research Act 1974/06|http://dept.kent.edu/rags-alpha/human/national_research

_act.htm

IRB

CODE OF FEDERAL REGULATIONS

TITLE 45, PUBLIC WELFARE

DEPARTMENT OF HEALTH AND HUMAN SERVICES NATIONAL|
INSTITUTES OF HEALTH OFFICE FOR PROTECTION FROM
RESEARCH RISKS

PART 46, PROTECTION OF HUMAN SUBJECTS (45CFR46)

1991/06|http://ohrp.osophs.dhhs.gov/humansubjects/guidance/45cf
r46.htm

45CFR46
1

Belmont Report: Ethical principle and guidelines for the protection off
human subjects of research

1974/04|http://www.med.umich.edu/irbmed/ethics/belmont/BELM
ONTR.HTM

1
REMARKS BY THE PRESIDENT ON STEM CELL RESEARCH (by| 2001/08|http://www.c-span.org/executive/presidential/stemcell.asp
President Bush)
ES
ES ES
NIH National Institutes of Health Guidelines for Research Using Human| 2000/08|http://www.nih.gov/news/stemcell/stemcellguidelines.htm
Pluripotent Stem Cells
NIH
NIH Guidelines for the Conduct of Research Involving Human Subjects at| 1995/03|http://ohsr.od.nih.gov/guidelines.php3
the National Institutes of Health
NIH NIH OHSR
NBAC Ethical Issues in Human Stem Cell Research | 1999/09|http://bioethics.georgetown.edulnbaclpubs.html
ES
ES ES
Prohibition on Federal Funding for Cloning of Human Beings (by| 1997/03(http://clinton6.nara.gov/1997/03/1997-03-04-directive-on-c
President Clinton) loning.html
NBAC Research Involving Human Biological Materials: Ethical Issues and| 1999/08|http://bioethics.georgetown.edu/nbac/pubs.html
Policy Guidance
NBAC Ethical and Policy Issues in Research Involving Human Participants 2001/08|http://bicethics.georgetown.edu/nbac/pubs.html
IRB
OHRP Institutional Review Board Guidebook 1993 |http://ohrp.osophs.dhhs.gov/irb/irb_guidebook.htm

IRB

NIH National Institutes of Health

OHRP Office for Human Research Protections

NBAC National Bioethics Advisory Commission




| 45CFR46

| NIH

2000 9

IRB

IRB

NIH

NBAC

NBAC

IRB

IRB

45CFR46

NBAC

2000



Senate/Hous

NBAC

DHHS

OHRP

PHS

NBAC
DHHS
OHRP
PHS
NIH
FDA
OHSR
NHGRI
NCI

National Bioethics Advisory Committee
Department of Health and Human Services
Office for Human Reserch Protections

Public Health Services

National Institute of Health

Food and Drug Administration

Office for Human Subject Research

The National Human Genome Research Institute
National Cancer Institute

NIH

OHSR

FDA

NHGRI

NCI
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1960 1970 HGAC Human Genetics Advisory
Committee
1978

Warnock Committee

HFE Human Fertilisation and Embryology Act
HFEA Human Fertilisation and
Embryology Authority
HGAC HGC Human Genetics Commission

MRC Medical Research Council

NIH MRC Human Tissue and Biological Samples for Use in
Research
1999 2000
WEB
Human Fertilisation and Embryology Act 1990 (c. 37) 1990/11|http://www.hmso.gov.uk/acts/acts1990/Ukpga_199000
37_en_1.htm
HFE
The Human Fertilisation and Embryology (Research Purposes)| 2001/01|http://www.hmso.gov.uk/si/si2001/20010188.htm
Regulations 2001
Q
Human reproductive cloning act 2001 | 2001/12|http://www.hmso.gov.uk/acts/actsZOOl/ZOOlOOZ3.htm
HFEA HFEA Code of Practice | 2001 |http://www.hfea.gov.uklcodeZOOl/copZOOl.pdf
HFEA
MRC Human Tissue and Biological Samples for Use in Research | 2000 |http://www.mrc.ac.uklpdf-tissue_guide_ﬁn.pdf
Q
MRC Human tissue and biological samples for use in research | 1999I11|http://www2.ncc.go.jplelsi/html/kanren shishin.htm
MRC
Nuffield Human tissue. Ethical and Legal Issues 1995/04|http:/Iwww.nuffieldbioethics.org/filelibrary/pdf/human
Council on _tissue.pdf
Bioethics
STEM CELL RESEARCH 2002/02|http://www.parliament.the-stationery-office.co.uk/pa/l
d200102/Idselect/Idstem/83/8301.htm
DoH Stem Cell Research: Medical Progress with Responsibility | 2000 |http://www.doh.gov.uk/cegc/stemcellreport.htm

HFEA Human Fertilisation and Embryology Authority
MRC Medical Research Council

DoH Department of Health

10



The 2001 Amendment of the 1990 Human Fertilisation and Embryology Act

2001 the 1990 Human Fertilisation and Embryology Act

The 2001 the Human Reproductive Cloning Act
The 2001 the Human Reproductive Cloning Act

The 2001 MRC guidelines for "Human Tissue and Biological Samples for Use in Research”
and other guidelines MRC

11
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HGC HFEA
MRC Wellcome Trust Nuffield Council

on Bioethics

HGC Human Genetics Commission
HGC 1999 5 HGC

HGC ACGT Advisory Committee on Genetic Testing
HGAC Human Genetics Advisory Commission
HGC

12



MINISTERS

1Emch body Tam 1 gem irw ol erccaniabdey o Sinmiers. Feiamani o sipes =)

HRD

FAE
SFITAC

GT&D

raad = ML NHBE- [ Tl =l
T3
BEHD
HGC
Body General role
HGC Human Genetics Commission Main advisory body to the government and ministries
GTAC Gene Therapy Advisory Committee Non-statutory advisory body
GAIC Genetics and Insurance Committee Non-statutory advisory body
HFEA Human Fertilisation and Embryology Authority Statutory body
CSM Committee on the Safety of Medicines Statutory body
UKXIRA UK Xenotransplantation Interim Regulatory Authority Interim non-statutory body
NSC National Screening Committee Non-statutory advisory body
NICE National Institute for Clinical Excellence Special Health Authority
SHTAC The Scottish Health Technology Assessment Centre
MCA Medicines Control Agency Agency
MDA Medical Devices Agency Agency
MRC Medical Research Council Non-governmental advisory body
FSA Food Standards Agency Agency
AEBC Agriculture and Environment Biotechnology
Commission

NHSE- NAW- NIE- SEHD

NHS in England, Wales, Northern Ireland and Scotland

National Health Service NHS

Note: Organisations in bold are the main organisations concerned with bioethical issues.
http://www.hgc.gov.uk/about_regulatory.htm

HFEA Human Fertilisation and Embryology Authority

HFEA

1990

the Human Fertilisation and Embryology Act 1990

the Human Fertilisation and Embryology Act

13




MRC Medical Research Council
MRC

Wellcome Trust

Wellcome Trust

Nuffield Council on Bioethics
Nuffield Council on Bioethics  Nuffield

William Morris)

ES

14

Morris Motors
1943

Lord Nuffield
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Gesetz zum Schutz von Embryonen

Reproduktion
Guidelines on the Execution of assisted
reproduction

WEB
Gesetz zum Schutz von Embryonen 1990 |http://www.bmgesundheit.de/rechts/genfpm/embryo/embryo.htm
GMA Richtlinien zur Verwendung fetaler Zellen und fetaler| 1991 |http://www.bundesaerztekammer.de/30/Richtlinien/Richtidx/Feta
Gewebe I1zellpdf.pdf
Guideline on the usage of fetal cells and fetal
tissue
GMA Richtlinien zur Durchfihrung der assistierten| 1998 |http://www.bundesaerztekammer.de/30/Richtlinien/Richtidx/Kue

nstbefrucht_pdf.pdf

GMA German Medical Association

Gesetz zum Schutz von Embryonen

Embryo Protection Law

Richtlinien zur Verwendung fetaler Zellen und fetaler Gewebe

Richtlinien zur Durchfihrung der assistierten Reproduktion

1988

German Medical Council

15




1980
Nationale Ethikrat Engette Kommission “Recht und Ethik”
Deutscher Bundestag
Deutsche Forschungsgemeinschaft (DFG )
Nationale Ethikrat National Council on Ethics
2001 National Council on Ethics
25

Engette Kommission “Recht und Ethik” Deutscher Bundestag

Ethik Beirat des Ministeriums fuer Gesundheit
13

Deutsche Forschungsgemeinschaft (DFG )
DFG DFG

16



Federal Government - The

Federal Parliament

Chancellor (Bundeskanzler)

*

Nationale Ethikrat

The Ethikrat was set up by
The Chancellor for an
Unlimited period of time.
The Ethikrat provides advice
to the Federal Government.

P | (Bundestag): passeslawsthat
everyone hasto follow.

*

Engette Kommission “Recht und
Ethik” Deutscher Bundestag
The Commission was set up on a
temporary basis by the Parliament in order
to provide advice law and bioethics.

Federal Ministries:

Government.

A

The Federal Ministries are executive organs of the Federal

Ministry of Health Ministry of Education
and Research

Deutsche For schungsgemeinschaft
(DFG):

>

fuer Gesundheit:

Ministry.

Ethik Beirat desMinisteriums

Set up by the previous Minister. It still exists
but is not used by the current minister. The
Commission’saim isto provide advice to the

v

Other central research ingtitutes:
Can follow guidelines of the DFG but not
— obliged to to so.

(Federal States)

Governments and ministries of the Laender

Ethics commissions of the

ministries of the L aender

L aender Governments and of

h 4

Other Laender research institutes and
independent resear ch institutes:

They can set themselves ethical guidelines and
follow them voluntarily. They can follow the
DFG’s guidelines but are not obliged to do so.

v
Ethics commissions: Universitiesand their
Set ethical guidelines which N resear ch departments and
organistions follow 7] university hospitals )
voluntarily. They are y hosp German Medical
accountable to the general Association (Deutscher
public. Aerztetag): issesstrict
guidelines that have to be followed
by all members,ie all medical
Independent hospitals practicioners in Germany.

17
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2001

1994

1988

WEB
loi du 20 décembre 1988 1988  |http://www.drrc.ap-hop-paris.fr/texteslois/huriet.htm
relative a la protection des personnes qui se prétent a des| 1994
recherches biomédicales, modifiée par les lois n°90-86 du 23
janvier 1990, n°91-73 du 18 janvier 1991 et n°94-630 du 25
juillet 1994 (loi "Huriet-Sérusclat")
LOI no 94-653 du 29 juillet 1994 relative au respect du corps| 1994 [|http://www.legifrance.gouv.fr/citoyen/jorf_nor.ow?numjo=JUSX9400024L
humain http://www.cnrs.fr/SDV/loirespectcorps.html
Loi 94-654 du 29 Juillet 1994 1994  [http://www.legifrance.gouv.fr/texteconsolide/SPEBX.htm
Loi relative au don et a I'utilisation des éléments et produits du http://www.cnrs.fr/SDV/loidoncorps.html
corps humain, a l'assistance médicale a la procréation et au
diagnostic prénatal *bioéthique*
loi 94-548 du ler juillet 1994 1978  |http://www.cnrs.fr/SDV/inflibmodif.html
Loi relative au traitement de données nominatives ayant pour| 1994

fin la recherche dans le domaine de la santé et modifiant la loi
relative a I'informatique, aux fichiers et aux libertés

CCNE The National Consultative Ethics Committee for Health and Life Sciences

INSERM National Institute for Health and Medical Research

CNRS National Centre for Scientific Research

The 1988 Huriet- Sérusclat law
The 1988 Huriet-Sérusclat law

Law No. 94-653 of July 29 1994
Law No. 94-653 of July 29 1994

97-613

18




Law No. 94-654 of July 29 1994
Law No. 94-654 of July 29 1994
97-613

Law No. 94-548 of July 1 1994
Law No. 94-548 of July 1 1994

CCNE The National Consultative Ethics Committee for Health and Life Science
Bioethics Law from

1994 la commission spéciale sur le projet de loi relatif a la bioéthique

INSERM National Instit ute for Health and

Medical Research CNRS National Centre for Scientific Research

CCNE Comite Consultatif National d'Etique The National
Consultative Ethics Committee for Health and Life Sciences
1983

INSERM Institut national de la santé et de la recherche médicale
National Institute for Health and Medical Research
INSERM Clinical

Investigation Centres CIC

19



CNRS Centre National De La Recherche Scientifique National

Centre for Scientific Research

CNRS
1,200 CNRS
COPE Comité opérationnel pour I'éthique dans les sciences de la vie du
CNRS
) . National Parliament
Council of Ministers _ The Parliament is made of two chambers: The National
Prepares and submits law to National Assembly and the Senate. All laws are ultimately passed by
Parliament the National Assembly.
Designs and votes on law.
A It al'so produces reports on issues related to ethics.
The National Consultative Ethics Committee for Health and Life
Sciences (CCNE)
The Committee is a consultative body issuing * opinions  on mattersrelated to
bio-ethics. Members of the executive and the legidlative branches can ask the
committee to investigate on specific issues.
h 4

National Ministries

Ministry of Health Ministry of Scientific Research
Both ministries execute and participate in the drafting of laws on
bio-ethics.

¢ Under the mi nistrieﬁi

National I nstitute for authority
Health and M edical Universitiesand their
Research (INSERM) resear ch hospitals as well

as university hospitals
National Centrefor
Scientific Research (CNRS)

; f

Ethical Committees
Committees set rules, which scientists follow, and they monitor research
developments

20



1990

14

14

HFEA

2002
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1.1.7

WEB

AZBERREBEETNE

1998/06|

http://www.zjht.com.cn/law/8.htm

ARBEFEERDE

2001/02

http://www.moh.gov.cn/was40/detail?record=9&channelid=4343

ASEHBY LR AR ERA K

2001/02

http://www.moh.gov.cn/was40/detail?record=8&channelid=4343

1998

22




2002

23




24
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2002

WEB

1983  |http://www.k-tei.com:90/docbase/folder/seframe/const_law/voi
n/lawhan/b8/b802021.htm

AHostol ptek R 2IM(2h

2000 |www.kbac.or.kr/Mat09.htm

<gEealRE-(HE)el TR BHE)

2001 |http:llbiozine.kribb.re.kr/special/sp2001-5-16.htm|

2001/09

ES

1997

1983

2000

2000

11

25




2000 10 KBAC

2001

KBAC

Ministry of Health and Welfear

26

2001

11



KCIA

27




1.1.9
TRF Thailand Research Fund

The Medical Council (http://www.tmc.or.th/)

Research Funding Institutes such as The Thailand Research Fund(TRF)
(http://www.trf.or.th/)

Office of the National Research Council of Thailand

1.1.10

28


http://www.tmc.or.th/
http://www.trf.or.th/

1111

WEB
Indian Council of|[Ethical Guidelines for Biomedical Research on 2000
Medical Research|Human Subjects
New Delhi
WEB
\% NHMRC National Statement on Ethical Conduct in Research 1992  |http://www.health.gov.au/nhmrc/publications/pdf/e
Involving Humans 35.pdf
NHMRC National Health and Medical Research Council http://www.health.gov.au/nhmrc/issues/
WEB
\% NSERC Tri-Council Policy Statement: Ethical Conduct for 1998  [http://www.sshrc.ca/english/programinfo/policies/e
Research Involving Humans thics.htm

NSERC the Natural Sciences and Engineering Research Council of Canada

29



1.1.12

NIH

1970

1970
1980
DNA
1980
1997

1995 ADA 2002

1990
2001

1990 ES

ES

30



WEB

2000/04/28

http://www1.mhlw.go.jp/topics/idensi/tp0530-1_b_6.html#para-b

2000/06/14

http://www.mext.go.jp/a_menu/shinkou/shisaku/gensoku.htm

2001/03/29

http://wwwz2.ncc.go.jp/elsi/html/rinri_shishin.htm

1999/11/17,

http://www.mext.go.jp/a_menu/shinkou/seimei/2001/hai3/26_clone.pd
f

1999/12/21

http://www.mext.go.jp/a_menu/shinkou/seimei/2001/hai3/25_clone.pd
f

2000 12

http://www.mext.go.jp/a_menu/shinkou/seimei/2001/hai3/1_houritu.p
df

2001/12/05;

http://www.mext.go.jp/a_menu/shinkou/seimei/2001/hai3/8_shikou.p
df

2001/12/05;

http://www.mext.go.jp/a_menu/shinkou/seimei/2001/hai3/17_shishin.
pdf

1985

http://www.jsog.or.jp/Pub_Relate/H14_1.html

2000/03/06

http://www.mext.go.jp/a_menu/shinkou/seimei/2001/es/0109010.pdf

2000/03/13

http://www.mext.go.jp/a_menu/shinkou/seimei/2001/es/010901n.pdf

2001/09/25

http://www.mext.go.jp/a_menu/shinkou/seimei/2001/es/010901a.pdf

1987

http://www.jsog.or.jp/Pub_Relate/S62_1.html

1998/12/16

http://www1.mhlw.go.jp/shingi/s9812/s1216-2_10.html

1998 12

http://cellbank.nihs.go.jp/jtcalethics/jtca_cea.pdf

2000/6/19,
24

2000

http://cellbank.nihs.go.jp/jtca/ethics/tonsil.htm

1998 8

http://cellbank.nihs.go.jp/information/ethics/ethics.htm

2000/04/10;

http://frontier.kyorin-u.ac.jp/epidem/guideline.pdf

2002/03/27

http://www.mext.go.jp/a_menu/shinkou/seimei/index.htm

1994/6/9
2002/3/31

2001/04/10

http://www.jrcla.or.jp/210410.pdf

2000

2000

http://jsft.bcasj.or.jp/guideline_top2000.htm

1994/12/05

http://www.kuhp.kyoto-u.ac.jp/idennet/idensoudan/guideline/exam.ht
lll

2001/03/27,

http://cellbank.nihs.go.jp/information/ethics/documents/8academic20
01.pdf

1997/07/16

http://www.medi-net.or.jp/tcnet/DATA/law.html

2000 12

http://www.nihs.go.jp/mhlw/jouhou/cell/cell-a.pdf

1983 10

http://www.jsog.or.jp/Pub_Relate/S58_10.html

1949/06/10

http://www.houko.com/00/01/S24/204.HTM

2002/01/31;

http://www.mext.go.jp/a_menu/shinkou/seimei/dna-a.pdf

2000/06/02

http://www.kantei.go.jp/jp/it/privacy/houseika/taikouan/0602taikoua
n.html

http://www.mext.go.jp/a_menu/shinkou/seimei/2
001/hai3/011201.htm
http://www.mext.go.jp/a_menu/shinkou/seimei/2
001/es/010901.htm
http://wwwz2.ncc.go.jp/elsi/html/d_rinri_shishin.
htm

http://lwww2.ncc.go.jp/elsi/
http://www.mext.go.jp/a_menu/shinkou/seimei/m
ain.htm
http://www.mext.go.jp/a_menu/shinkou/seimei/d
na.htm

31




ES

DNA
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2.1

211

14 1 1
159
159
92 57.9%
88 55.3%
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42 47.7%
ES
80%

86 97.7%

75 85.2%

1

1.1%

75

86

30

ES

14

88

ES

(R <+

80

100

ES

ES

ES

ES
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59.7%

10

33.8%
6.5%
33.8%
59.7%
60%
30%
1 2 24.1%
3 4 24.1%
5 6 16.7%
7 8 1.9%
10 33.3%
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24.1%
10

33.3%

3 4

78 24.1%

1.9%
5 6
16.7%
20 65% 40 80%
20 65.2%
20 15.9%
60 10.1%
80 4.3%
80 4.3%
80
80 200
4.3y
435 180 .
60 160
10.1% 140
120 .
100 .
80 «
IR —
40 40
15.9% 20 m‘ R4 0‘ °
20 0 t 24
65.2% 0 5 10 15 20 25
5 10
10 50%
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6.9%

1.4%

33.3%

37.5%

4.2%

1.4%

15.3%

1.4%

4.2%
33.3%

37.5%

79 96.3%
35 42.7%

44
53.7%
1 8 9.8% 4
2 19 23.1%

79

17

35

23

20

88
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|35

59 76.6%
18 23.4%
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23.4%

76.6%
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76.6%

10.3%

13.8%

75.9%

13.8%

75.9%
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FAX

LAN

1.4%

78.1%

20.5%

78.1%
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2.1%

2.1%

2.1%

8.3%

2.1%

2.1%

8.3%

2.1%

2.1%

4.2%

4.2%

8.3%

2.1%

2.1%

14.6%

20.8%

12.5%

18

19

52

41




22

15

52
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HP

15

~

33

43




17

46

44



18

45



22

15

55

HP
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3.2%

96.8%

96.8%

21.6%

25

37.3%

35

16
47.3%

21.6%

47.3%

31.1%

37.3%

62.7%
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21.6%

47.3%
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89.5%

5.3%
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2.2 NIH

2.2.1 NIH
NIH

NIH

NIH  National Institutes of Health

Human Services

DHHS Department of Health and

NIH
NIH
NIH 5
NIH

NIH NIH Extramural Research Programs

Intramural Research Program IRP NIH

NIH
NIH
NIH 85 NIH
4
93
NIH 1887 300
2001 203 2002 2001
15
NIH MPA Multiple Project Assurance OHRP(Office of Human Research
Protection) NIH
OHSR
NIH 27 Institute
Center Office of Director
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NIH

1.|National Cancer Institute NCI
2.|National Eye Institute NEI
3.|National Heart, Lung, and Blood Institute NHLBI
4_[National Human Genome Research Institute NHGRI
5.|National Institute on Aging NIA
6.|National Institute on Alcohol Abuse and Alcoholism NIAAA
7.|National Institute of Allergy and Infectious Diseases NIAID
8.|National Institute of Arthritis and Musculoskeletal and Skin Diseases NIAMS
9.|National Institute of Biomedical Imaging and Bioengineering NIBIB
10.[National Institute of Child Health and Human Development NICHD
11_[National Institute on Deafness and Other Communication Disorders NIDCD
12.|National Institute of Dental and Craniofacial Research NIDCR
13.[National Institute of Diabetes and Digestive and Kidney Diseases NIDDK
14.|National Institute on Drug Abuse NIDA
15.|National Institute of Environmental Health Sciences NIEHS
16.|National Institute of General Medical Sciences NIGMS
17.|National Institute of Mental Health NIMH
18.[National Institute of Neurological Disorders and Stroke NINDS
19.[National Institute of Nursing Research NINR
20.|National Library of Medicine NLM
21.|Center for Information Technology CIT
22.|Center for Scientific Review CSR
23.|John E. Fogarty International Center FIC
24 INational Center for Complementary and Alternative Medicine NCCAM
25.|National Center on Minority Health and Health Disparities NCMHD
26.|National Center for Research Resources NCRR
27.|Warren Grant Magnuson Clinical Center cC
1_|0ffice of Research on Women®"s Health ORWH
2.|0ffice of AIDS Research 0AR
3.|0ffice of Behavioral and Social Sciences Research OBSSR
4_|0ffice of Disease Prevention
5.|0ffice of Extramural Research OER
6.|0ffice of Intramural Research 0IR
7.|0ffice of Management
8.]|0ffice of Science Policy 0SP
9.|0ffice of Budget 0B
10.|0ffice of Communications and Public Liaison 0CPL
11._|0ffice of Equal Opportunity OEOQ
12_|0ffice of Program Coordination
13._|0ffice of Legislative Policy and Analysis OLPA
14_|0ffice of Community Liaison 0OCL
15.|0ffice of the Director Executive Office ODEQ
16.|Center for Cooperative Resolution CCR

OIR

Office of Human Subjects Research OHSR
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FIC NHGRI OHSR

FIC
NIH 1
NIH
IC
NIH IRB
NHGRI
1989 The National Center for Human Genome Research (NCHGR)
NIH The Office of Genome
Ethics (OGE)
ELSI Ethical, Legal, and Social Issue surrounding availability of genetic
information Ethical, Legal, and Social Implications
OHSR
IRP
IRP OHSR NIH
NIH IRB
2.2.2 NIH
NIH
NIH IRB(Institutional Review Board)
HEC(Hospital Ethics Committee) Scientific Review Committee NIH
OHSR NIH the Recombinant DNA
Advisory Committee RAC DNA
GTS:Gene Therapy Subcommittee NIH
IRB
RAC
NIH 27 14 IRB NCI 2 IRB
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IRB

IRB

HEC Scientific Review Committee
NIH IRB
1{NCI Oncology
2|NCI Oncology/Cancer Epidemiology
3|INHGRI Genetics
4|NEI Ophtnalmology
5|NHLBI Hematology/Pulmonary/Cardiac
6|NIAID Immunology/Infectious Diseases
7|NIDDK/NIAMS  |Endocrinology/Metabolic Diseases
8|NIDR Dentistry
9|NICHD Pediatrics/Behavioral Science/Gynecology
10|NIDA Drug Abuse
11|NINDS Neurology/Pharmacology
12|NIMH Psychiatry
13|NIAAA Neurology/Pharmacology
14{NIEHS Epidemiology/Toxicology
NIH IRB
NIA Relies on Johns Hopkins IRB in Baltimore
NINR Relies for ad hoc review on the Johns Hopkins IRB in Baltimore
or any IRB listed above with expertise appropriate for its research protocols
CIDR Ad hoc review by any IRB listed above with expertise appropriate for its research protocols
oD Ad hoc review by any IRB listed above in the event any components may have research
protocols for which an IRB's expertise is required
CcC Ad hoc review by any IRB listed above with expertise appropriate for its research protocols
NHGRI
NHGRI NCI 2 IRB
IRB IRB
IRB
1 6
15 NHGRI
Scientific Review Committee IRB

IRB
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45CFR46

OHRP(Office of Human Research Protections) OHSR Office of Human Subjects

Research 2 OHSR IRP OHRP
NIH IRB OHSR
OHSR IRB Computer-Based Traning
IRB
IRB
IRB
DHHS
OHRP
DHHS  :Department of Health and Human Services
NIH OHRP : Office for Human Reserch Protections
NIH : National Institute of Health
OHSR  :Office for Human Subject Research
NHGRI : National Human Genome Research Institute
DDIR I NCI : National Cancer Institute
DDIR : Deputy Director for Intramural Research
OHSR F
[ 1]
NHGRI l NCI I
NIH
2.2.3 IRB
NIH IRB IRB
IRB
IRB
IRB OHSR ( )
OHSR IRB
IRB Administrator

Administrator
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IRB

Administrator

IRB
45CFR46
45CFR46 NIH MPA NIH
OHSR DDIR(Deputy Director for Intramural Research)
Regulations for the Protection of Human Subjects (45 CFR 46) C.General
Institutional Policies 5 DDIR NIH NIH
DHHS 45CFR46 NIH
OHSR OHSR DDIR NIH

DHHS(Department of Health and Human Services) 45CFR46
Assurance DDIR NIH
OHSR DDIR DDIR DHHS
45CFR46 APPENDIX G 6

OHSR 1 300 IRB
OHSR
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224

IRB

IRB PROTOCOL REVIEW STANDARDS
Minimal regulatory requirements for IRB review, discussion and documentation in the meeting minutes

Regulatory review requirement

Suggested questions for IRB discussion

1. The proposed research design is
scientifically sound & will not
unnecessarily expose subjects to risk.

(a) Is the hypothesis clear? Is it clearly stated?
(b) Is the study design appropriate to prove the hypothesis?

(c) Will the research contribute to generalizable knowledge and is it worth
exposing subjects to risk?

2. Risks to subjects are reasonable in
relation to anticipated benefits, if any, to
subjects, and the importance of
knowledge that may reasonably be
expected to result.

(a) What does the IRB consider the level of risk to be? (See risk assessment
guide on back of form.)

(b) What does the PI consider the level of risk/discomfort/

inconvenience to be?

(c) Is there prospect of direct benefit to subjects? (See benefit assessment
guide on back of form.)

3. Subject selection is equitable.

(a) Who is to be enrolled? Men? Women? Ethnic minorities? Children
(rationale for inclusion/exclusion addressed)? Seriously-ill persons? Healthy
volunteers?

(b) Are these subjects appropriate for the protocol?

4. Additional safeguards required for
subjects likely to be vulnerable to
coercion or undue influence.

(a) Are appropriate protections in place for vulnerable subjects, e.g.,
pregnant women, fetuses, socially- or economically-disadvantaged,
decisionally-impaired?

5. Informed consent is obtained from
research subjects or their legally
authorized representative(s).

(a) Does the informed consent document include the eight required

(b) Is the consent document understandable to subjects?

(c) Who will obtain informed consent (PI, nurse, other?) & in what setting?
(d) If appropriate, is there a children’s assent?

(e) Is the IRB requested to waive or alter any informed consent

6. Subject safety is maximized.

(a) Does the research design minimize risks to subjects?
(b) Would use of a data & safety monitoring board
or other research oversight process enhance subject safety?

7. Subject privacy & confidentiality are
maximized.

(a) Will personally-identifiable research data be protected to the extent
possible from access or use?

(b) Are any special privacy & confidentiality issues properly addressed, e.g.,
use of genetic information?

Additional considerations

1. lonizing radiation.

If ionizing radiation is used in this protocol is it medically indicated or for
research use only?

2. Collaborative research.

Is this domestic/international collaborative research? If so, are SPAs or
other assurances required for the sites involved?

3. FDA-regulated research

Is an IND or IDE involved in this protocol?

4. Other

IRB

NIH
IRB

IRB
RAC 2.2.2 )
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