b E

(CB T DO R EICEY omaEAES (B 1)

IR
H Ff:Ypk2548H22H (K) 15:30~17:30
2 B BRSNS ® KEm=E (2H)
W o8 1) ZERAERS
2) BUREITFEN DTV
3) FDih
g R
ZEHL SCHERE SR
ZE 2 AEINKRFE R
GRS A EE G
grk4  Fmatei O EERHEER
gES Bt (UAZBRHEERD
SEGE 1 BELHE
SEER 2 TESEEEH, REMREE
2ZERS SRR TEIZEREDOH 5 HARR NIH #2200 72912 )
SEGR 4 SEREE TRARICR T 2 RIE1T & OB IE & R3S AH
SCA~D ) 72 %L DU T
%EZE&#5 T [Kyoto Heart Study. F&ERAFFEIZ4R 5 FHA A
(PRl 25 %7 A 11 B, A SLIERRT?)
2EEE 6 KRB [Tikei Heart Study] (2B 2FHABEEZES
() HEE) (CFERK254E7 A 30 H., B al2&mHE
Bl K% [Jikei Heart Study] fEZES)
BEER T LY L E B W B OO ER T EEE RIS

BEER8

FD T 4 AT 7 — RSO B G2 D
Bl CER254FE7H29 B, /LT 4 AT 7—<
A )

WFFEIEENZ 31T D A IE 4



ARERICE T SIFETRICHITSMBEEFICONT

HREFHIEDAITFETAIHEANDEBREREGESINL. BEORREYT
B, HOTFLELLHENEDTHY . ARFELEDI=HDIY—BOERENKDHLN
TWh%,

XEEFE «
@01 FSAVEREL. SHEICHITDRIEXTNDIKFIE HEDIRE
HREMOTETAORGOA(KSA> (HERH - PHEME)
- BENERCRIFREDOFEFASCELRAMEORLEOHRMBAEY NS
B, TRThOBEHNRET RS BEECOLTOMHES (FA1858A)
O SHETDBEIEZNITICEIT DIBHZRE BIRMLEREBEETMLTFIA)
-BENAEOFEETo1E A FEBTHENAL OBEAREHIR
FEBDABIHELTRF LT AEMAME, $EFITHT BXF LT AEBREAL (FR245108)
OB DIERZIE (CITI Japan [ASFRIEHEABDABHESE ) (CRLTHED
RiES 8 UCHAAIEILICRE T SIESBIDIEN - EMBRSLE

BEEESHEICEITHIBEF )

O BALEICRATIESREFOSNRBODRE

ORI ETANDXIN (FBE. »nFKFH)

OFRFIRICEE T DHE - BHRIE

(AIERFIED = D EFAHI)
ANBEHEICAIETAICETSEEEET. SEE. HEHBICAETAL
FOonf-I5EDEESEFFM
TNURTY I DERGEE  RIEEFFIEIZDNTE K- H
GREARICTARIESTADMIEIZDUNTERER
FAETABLEO-ODEZTEEREL. EHNEDRHEEFZEHKIL
"BEIIBMTIMEE~OHEMEZA (CITI JapanF) DEEOEHL HE

MRMEECH T IESE ~N

O FAIEICRT SEHAFDRUBOFRE DIRHIZIRORIZDEN R
ORETRAN\DXIL GBRA. BB, /NKRE)
@ MIRMECRIT DHE - BRIE

(FREHIED - DEEEHI)
- B OTEIREDRE
-CITI JapanzE AR MBIBHEM DERKR. BIEEDRE
EBBERRICIAE) A —DITSATURT VY 1%E8A
-EEBOTHES ORI
BHRERDAELT . TUT—MAECHBE~DOERNAV2E2—FELT

BESOEHILE

FIBEBARR)S—RUVIRDAVN AT LD &
& J
BAZ S N

ORFBEDITIRAERTEL. BEH. BENICHA

L —

- HMEEOBMEICTEKILT 2T R TOEMALFICEET 2L ER/NEOTHRE
- ARFHCBITIFETEADETEDHKELCEARAKREXZZH L LEZEOETOMES
EHEZWE (FRISF10AFIE. FR25E1ANE)
\XERK25F28 [ [EEHIMFRESN] OFRICAIT T ZhEE GHE : ISPS, &I | XRE) Y



CO738321
テキストボックス
  資料１


BRENERICRIFARFHIETIFREFTAREHAES I |

HEETHFETE> @ BSOS, ASA. KR

(FERADERIORBEZC >

) ) O ) O )
=1

s % x .
s = iy

i+

| S ~— ~

{ HEEERNTAIRARIEREL. FEERTE J

4 N 0
HEHBEDOULE BEEMOMENIEE
@ NIBERICEDZEY || @ HRNEEniIsHn
AT @ BEENESBEDFIR

® REFTARCHRESNE O NETRICHIHIHNEZTDRZE
X FDID NTES @ HiFHETOHHEHIIR




MRBEICETZILANARBEOER -EEICETSIMEICONT

OIARMEIHE ITELAMRREDER - BEEDH ARSI (EEERE) | (FR19F2A XBEEKE
RE)ZEHIEL . FIEFEARIEDERIBZEHE
O—4A. FH2BFBAICEELI-—FREICE T, HI50RETTFERENHESINSGLGE  RALLT
—HOBEE. AREETHEN RO
KEDEITRREEFTZ. FHR25FA DSERARZICEV T TXEEMEHBEO LA EEIC
FRATBIELGRIHEERICOVNTIELT, EHFRENTON =,

CDT= . EEDEFRICIZ . FR24FEI LT DERIEZFT71-(CREH

AR5 DREFICETHIBETREAEDRME
(BR8] - AMHARBOEER - BEAFDOETHHNE - TRE—RBRE
- BWEICHLT. AERERVRENGREHEFORBLRE
[HR] - FRAUEEG. —FABTOBRCTERENH - HI508EE X R
(FR25FELURIE, EDMOBEIZ DN TEHRFE)
[F&l-A%] - SAEBAEEOSEZEC. [EEATIRVCLEICEC., MEEHREIRIE
Mt ERE 12Xk
[EROMIRL] - AARZIVDBEORDDAFIEKICRLI-EENERSINIIB A,
BEERIELTUZBEICERN AR
- HEABHESNGWNERIE, OEEEHDOFE. Q—HEEDOFIR.
QRS DEFILEFORERBELZHRREMIZHEE
- DRMGEE., RN DRENRANRAFTELIMMEFITOVTHRAERR
HMELLTRMYFEED, IERFEE
[RAZERK ] - —HHE CAIERENH - HIS0KE NS5, 18HEZE N RICEEF,

Flo, 1B TITH L TEHEARZREL. AEKRICOVTIEEHFEHP
ZELTAR

BAREEICHTAFEEBEDOEEEREFIEHBORS L
-FARIR A D ERSIE [fE3k 5% — 104F)
BT AUNDESEEEIEER (78K RKRAFE — &RA5E ]
"MARRREBICHITLIEREERHBOHE [ ZK24 ]

ERREREOERERESR -RBEELAFFIHT ITHERORER
ALFEOEERA L, BREADORECHRN - HENTIEOEFRREOHLLT. ABDERE
BpLibic, BEDHECAhEFHERORELTE

[(FERE] TR24EE: £E8HAT — TH2EE: £EE10HF (FE)
[(SmMAZ] FR245FE: 53004

ERFECERL. IRREOERICRTmFNESORESREE
—{ERICHEEL DD, IR BEAIEFEAOMILICE, BEOEFKMLEEEZRE 3




REDAFIER

=10 Y 1y ol b e 3Y:E

<FEFAFZSIEHEITER> <FIEFEAFORILEICFHITT-ERE>

1L.HAREDEHDRRE

OBLEELI-HRE= aﬁo)a*sﬁrA

BHEIZE>TELY ELVSEROT=E8E
OMBREITDBITFRELLLERT
ORETHAHEVSERFTHD RN

7

2. AR BB DA D EE

O#BERNDEERERZR
O#BERNIL—IL
OFERGILHEIEZENDRE
OFE-BRINDFTVILAT L
ORNEEER-E=HLY
E0NF+5

|

3. BFHEFFDHIE-
ERIICEH T HEE

OMEEDZHMN DB HITNALE
CHEESHESE
-fes. & BRI A IR
-HERTEREESIL—IL

N

FEHICHTLHFADRILF

O FEHICHTHEBIDIHIEFE
SEEEREERF LT (RARSERBDISEHIR)
(®l8fE . H15]
HEATEOER DT [EME., H16)
XEHBEZEDORFILT—F BRI A, H16])
FEEBORFTIVT—FERBEFRFE. H17)
AR BOIEEEREERFTILTDRIL[BEZRATFE . H24)
AR A D EREE (EK .58 — 105)
- FABYFE R LLSY D & S b & 58 1E & A
(k.- JKA4E — RK5HF)
"HMERREOEEEEFRFOHEKX (FK24F)

| BIEHEEICE TS AN EENDERER-EED
HARSAY (EE#E) DEFE(H19.2)[XRI4E]

OHAFFAUIZE DT HEES D (il B fF KR D e 52
(FAxa—7v7)
-HAREBE L AFIREOEBKAHREES (Fvy
DA DIREERDHD
-DERMESOER- 2K
- E D EE
(H24%5 [ 14448, H234FE 615408 . H224 E:654%E8)

O EHEAIA L E IS T IHERE = FRE
(H255E : 100 Fr F%E . H245E : 8h AT

OHARSAVDEHREICEET HBETRRAE[H24])
(H24%E 5 - 1844R)

B P E & O G e E (S [[ 1 f-HR#H

OFH2IEEHZE -BifiE T3 - T
[CSTP+EARATFA]

HEEF T OB At
-EBD#E—1E
& BRI AHIROEM

O EMEEMMEED—HESIL[FIMAE. H23~].
AREDEAIRBIE. H25~]
BHEESHOHNEEL EREE(CHIYRHGHT

AA R R ELERR
-ARBEOREILERCRFEERAEARICTHHABE]
EEA

4




HARICHITIARETS - HREBOARLEFERICEET D
DRAD T #—ADEREICDUNT

Erk2 58 A 2H
X B OB ® A

1. BE

SRR, MXITBITE2T—FDRIODEZFLVSHRICEITHIFETAEDE
E&, PHICHBREINTWIMBEDAEFEADEENFEEL., HEMIC
RKELGHEELLEO>TWS, CINFTHIFESEICHLTIEBFE LT—F
DOREEE>TEREIAHATHAHD ., BIF2AROMRHEFTEOKRE LM
RENDBEREHETHIXHHFEEICHLTIE, ChoDBRICHRLTERE
EEHOTRELLLREZEL, Lo TERNLDEEZEET LI EMN
KOLNTUD,

CDESBBBEHNT. ChETOFEERICHT A ORIEETT
SEEBIT, SRELDIRZEAMARIGKRIZOVWTEEZTEITTHRETT
518, ZBERAIRV IA—RERET S,

2. BB
(ER) BHEIKE
(EERAEE) BAXEEFEEEE
N EBCREHBEEE
rEERERE
TERERM - ZMBERER
SHHARERERE

3. B®EIEIE
ORFRMLGAEBEDHE L BRAEDRIGKRICDOLT
OINFETHOREBEICRT X EDHIEIZ DT

SRELDOIRERIGKIZDONT




REDITEHREICEIT SERFEERTZNHTT

CITI Japan A<z HREE

ENKEELHHERE T I
EMNXFEFHE 2 1B

1

CITl: “Collaborative Institutional Training Initiative”




1972
1972-1975
1975-1976
1976-1980
1980-1985
1985-
1998-2005
2005-2012
2007-
2012-

3y 5 0%

ENZEDARNFZEF B
JLERFIRERIRE
UCSFIMEIME ATt E
Harvard K AR Elgsf PR E
Harvard KZ AR FEEEM— /SR SUE 2R
Vanderbilt KN BRI Z/AR F R
FEBAZEZENNBREHIS
RBAFEFE EonRIEFHIR
Vanderbilt XF £ anERIEFIEEHS
BINRFIFHERIR - FBAFIER IR




o CITl Japan 7RSI+ N

HE> (.

HH: BRIhEHIRIAVF I MRS (AP S ENEE Y :
BRK: BEUDNCEENERDBIT D IREEROADTHRENEORE L EHE YT AN ERE

. — . . . g — ”“x
A%: #BAUF25AOKA L EEORE + EIEKE {HBONESH)
< BB > \ —
_jﬁégﬁ_ Tt - | EREE - BAREROBRER LEREED
3 - + i E ERY - M% .
- ZEZAEIZL. Up-dateLit[TOBAANE il ’ _ .zggggﬂﬁﬁﬁﬁﬁﬁ i
-e—learning 2K —HBEDEEER %j?%t?;é*% TR R AR
%o : _4;_ =—%:>7‘/%*B§¥W§EA - EERETERMPTER
/éﬁz?fﬂ’ﬂﬂ - - - ERSEORE

EXEHOMRITA-SRAVF V- FIFEHEK-
DHPFREDIMYKL-HEEBEZERICLD
BB -EABROEKN-F—F—2vT

//W

aborative Institutional ]
Training Initiative ) W i
S TORREEBH N TS l[/
BaL TR R MEEMZX

k5% A (=B
y,

" EMAS EEEMER A EERTER AL
LB A | A SRR S AR

50—/ -
29957 b {O[ emmscensronwensir
SAIVIT OB FREDEHNE




1)
2)
3)
4)
5)
6)

I

T 'J'U,Il
J
Tl Japan FOS T /NDHZE
N DVI
P
| Ja
Cl

é
E

&l—/

; ~ D

M\//

/

/ 1

E

58D
DT
=%
L

s

JKS

| PR

CEIRRIZE

iy

GRS

24

N,

BRA

A

\O
MEFELL
Vet

ﬁ S ~— ~ S b
é
N ‘
3 \7—
ﬁ

\O
=
5—

LU,
A
ENE
SE=HE
(R C
BHVE \
- LU,
. \—C%_Zab*‘i—__ﬁi
A }
/—?&b[& ﬁ{:%
JitE -
[&/] &E#i/m ,
§ L
HB o
o N,
AP

==

HB

ﬂ
- -/ <’>
7\

é .
% —
{\—

_L

(' \o
3’

éo
[ i’JJ_
x H 7 EIL
é:d~

B( éﬁ/\

y ‘&

\\7

Y/

\ES[= ]

T. HHE + =F

" A

wéj\gv N




Policy

MIH requires that all trainees, fellows, participants, and scholars receiving support through any NIH training, career development award (individual or institutional), research
education grant, and dissertation research grant must receive instruction in responsible conduct of research. This policy will take effect with all new and renewal applications
submitted on or after January 25, 2010, and for all continuation (Type 5) applications with deadlines on or after January 1, 2011. This Notice applies to the following programs:
D43, D71, FO5, F30, F31, F32, F33, F34, F37, F38, KO1, K02, K05, KOT, KO8, K12, K18, K22, K23, K24, K25, K26, K30, K99/R00, KL1, KL2, R25, R36, T15, T32, T34, T35, T36, T37,
T90/R90, TL1, TUZ, and U2R. This policy also applies to any other MIH-funded programs supporing research training, career development, or research education that require
instruction in responsible conduct of research as stated in the relevant funding cpportunity announcements.,
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VWhile courses related to professional ethics, ethical issues in clinical research, or research involving vertebrate animals may form a part of instruction in responsible conduct of
research, they generally are not sufficient to cover all of the above topics. Additional detail regarding subject matter is available under Resources.

[

Faculty Participation: Training faculty and sponsars/mentars are highly encouraged to contribute both to formal and informal instruction in responsikle conduct of research.

Informal instruction occurs in the course of laboratory interactions and in other informal situations throughout the vear. Training faculty may contribute to formal instruction in
responsible conduct of research as discussion leaders, speakers, lecturers, and/or course directors. Rotation of training faculty as course directors, instructors, andfor

discussion leaders may be a useful way to achieve the ideal of full faculty participation in farmal responsible conduct of research courses over a period of time.

4. Duration of Instruction: Instruction should involve substantive contact hours between the traineesfellows/scholars/paricipants and the paricipating faculty. Acceptable

b
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“A kind of money laundering”
EZAE—ER (UMIN)

Asian Pacific Association of Medical Journal
Editor (EBM=£E) 2013.8.3
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Maintenance of Data Integritv/Confidentiality

Who will monitor research records?

Where will research records be stored
and how will it be secured?

What will happen to data when study is
complete?

COMPLIANCE. DOCTMENTATION AND EFPORTING

Training

All study personnel have completed Collaborative IRB Training Initiative (CITI) Yes  No
training;

Adverse Event Reporting (Check all that apply.)

Entities with adverse event reporting responsibilities: Pl |Industry |Other

¥ Sponsor
Entities to which adverse events and, if applicable, DSME reports will be RSATRBE FDA
reported: % i

[WOTE: Adverse events must be reported to the RSA program in the same way
(using the IRB approved adverse event form) and in the same timeframes as

mandated by the IRB. MGH IRB guidelines are available at NIH [Industry DSMB
hitp: healthcare partners org/phsith/adverse hom. MIT IRB guidelines are Sponsor
available at

hitp: web.mit. edu/commitiees/couhes/' monitoringandreporting shtmlzadverse. |

Documentation Reguirements

L1 PRSI, [P, e I, PR S  1 A , [RRN, |OS P, [, R AT, [ - 1 . L F R | W~

AKWRIZSMTHETDH
MEEZIIATIOZEE %
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Harvard
http://www.hsph.harvard.edu/ohra/human-subjects-training-requirements/
MIT

http://web.mit.edu/committees/couhes/humansubjects.shtml

Stanford
http://researchcompliance.stanford.edu/hs/new/resources/training/index.html
Vanderbilt

https://www4.vanderbilt.edu/irb/

NASA

http://irb.nasa.gov/?p=crResearchGuidance

Rockefeller

http://rucares.rockefeller.edu/clinicalresearch/dept/crso/education

M.D. Anderson Cancer Center
http://www3.mdanderson.org/calendar/event/Human_Subjects Protection Training 18589.htm
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CITI International Centers of Excellence

e Sjtes
— CITI - India — CITI - Canada
e Dr. Thyagarajan Ph.D., MD SRU, e Karen Arts, RN,MS — N2, Ontario
Chennai, India Institute of Cancer Research.
— CITI - Korea - — CITI -Taiwan
e B.l. Chou Ph.D., Catholic University, Benjamin Kuo, MD. — HUSPAT
Seoul
— CITI - Japan

e Yoshimitsu Fukushima, M.D.
lekuni Ichikawa, MD.
Shinshu University, Japan
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"Responsible Conduct in the Global Research Enterprise ; A policy Report"[]
Inter Academy Councill] IAP( the global network of science academies ) [

4. Recommendations for Researchers and
Institutions Involved in Research

This final chapter compiles the recommendations that appear earlier in
this report, as a brief guide for researchers and for institutions involved in
research.

The Research Plan
Researchers have a responsibility to safeguard privileged information and
to provide credit when using others’ ideas.

Researchers have a responsibility to participate in the review of research
proposals and not to abuse the trust on which the review process is based.
They should disclose conflicts of interest and treat colleagues fairly in
reviewing their ideas. Research sponsors should use international
reviewers where feasible.

Researchers should bear in mind the possible consequences of their work,
including harmful consequences, in planning research projects.

Carrying Out Research

Researchers have the primary responsibility for upholding standards of
responsible conduct in research. They should employ the expected stand-
ards of their fields, observe applicable laws and regulations, be willing to
share data with others, and agree on the standards to be observed in multi-
disciplinary collaborations.

Researchers have an obligation to themselves, their colleagues, and society
to avoid both the egregious transgressions of falsification, fabrication, and
plagiarism and the other forms of irresponsible conduct that can under-
mine the research enterprise.

Researchers have a responsibility to maintain high standards of respon-

sible conduct and to take appropriate actions when they witness or suspect
irresponsible conduct.

Responsible conductinthe global research enterprise| A policy report
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Guidelines for responsible conduct and procedures to address irrespon-
sible research practices need to be established in the initial stages of inter-
national collaborations.

Reporting Research Results
Peer reviewers need to assess proposed publications fairly and promptly,
with full disclosure of conflicts of interest or bias.

Researchers should agree in the early stages of a research project as to who
will be listed as author in publications emerging from that project and the
criteria for determining the order of authors.

Communicating with Policy Makers and the Public
Researchers need to communicate the policy implications of their results
clearly and comprehensively to policy makers and the public—including a
clear assessment of the uncertainties associated with their results—while
avoiding advocacy based on their authority as researchers.

Scientific policy advice to governments, industry, or nongovernmental
organizations should undergo peer review and should not be made from
an advocacy perspective.

Institutional Responsibilities: Research Institutions, Public
and Private Funding Agencies, Journals, and Academies
Research institutions need to establish clear, well-communicated rules that
define irresponsible conduct and ensure that all researchers, research
staff, and students are trained in the application of these rules to research.
They should establish effective mechanisms for addressing allegations of
research misconduct. Research institutions also need to create an environ-
ment that fosters research integrity through education, training, and
mentoring and by embracing incentives that deter irresponsible actions.

Public and private funding agencies should avoid policies that might lead
to overemphasis of quantity over quality in the reward systems for
researchers. They should provide support to researchers and research
institutions at a level sufficient to ensure that research can be undertaken
properly and responsibly, without compromising quality or integrity.
Funding agencies should also support efforts of research institutions to
develop education and training programs on responsible research conduct.

Responsible conductinthe global research enterprise| A policy report



They should require research institutions to have mechanisms in place to
respond to irresponsible practices. When supporting international
research collaborations, funding agencies should make sure that rules are
clear and understood by all parties to the collaboration in advance.

Journals should use technological means to protect the integrity of the
research literature. They should make retractions visible so that retracted
papers are not used or cited. Both authors and journals should take steps
to avoid duplicated publications that readers expect to be original and
should refrain from citations designed only to boost the journal's impact
factor.

As the most prestigious national scientific bodies, national academies
should provide forceful leadership on issues involving responsible conduct
in research, including the establishment and dissemination of standards.
They should work within their own scientific communities to ensure that
effective mechanisms exist to address allegations of research misconduct.
Interacademy organizations can play analogous roles at the regional and
global levels.
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About ORI

The Office of Research Integrity (ORI) oversees and directs Public Health Service (PHS)
research integrity activities on behalf of the Secretary of Health and Human Services with the
exception of the regulatory research integrity activities of the Food and Drug Administration.

Organizationally, ORI is located within the Office of the Assistant Secretary for Health (OASH)
within Office of the Secretary of Health and Human Services (OS) in the Department of Health
and Human Services (HHS).

The PHS is composed of the following offices and agencies:

o Office of Public Health and Science

National Institutes of Health.

The Centers for Disease Control and Prevention

The Food and Drug Administration

The Substance Abuse and Mental Health Services Administration
The Health Resources and Services Administration

e The Agency for Healthcare Research and Quality.

e The Agency for Toxic Substances and Disease Registry

¢ The Indian Health Service

o Office of Regional Health Administrators

In FY 2004, the PHS provided at least $30 billion for health research and development, primarily
in the biomedical and behavioral sciences through its extramural and intramural programs.
(Extramural programs provide funding to research institutions that are not part of the Federal
government - medical schools, universities, colleges, hospitals, research institutes. Intramural
programs provide funding for research conducted within Federal government facilities.)

ORI carries out its responsibility by:

¢ developing policies, procedures and regulations related to the detection, investigation, and
prevention of research misconduct and the responsible conduct of research;

e reviewing and monitoring research misconduct investigations conducted by applicant and
awardee institutions, intramural research programs, and the Office of Inspector General in
the Department of Health and Human Services (HHS);

e recommending research misconduct findings and administrative actions to the Assistant
Secretary for Health for decision, subject to appeal;

¢ assisting the Office of the General Counsel (OGC) to present cases before the HHS
Departmental Appeals Board;

¢ providing technical assistance to institutions that respond to allegations of research
misconduct;

¢ implementing activities and programs to teach the responsible conduct of research,
promote research integrity, prevent research misconduct, and improve the handling of
allegations of research misconduct;

¢ conducting policy analyses, evaluations and research to build the knowledge base in
research misconduct, research integrity, and prevention and to improve HHS research
integrity policies and procedures;

¢ administering programs for: maintaining institutional assurances, responding to allegations
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of retaliation against whistleblowers, approving intramural and extramural policies and
procedures, and responding to Freedom of Information Act and Privacy Act requests.
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