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(I& FE) Constructing new support system for research ethics to address

changes in the climate surrounding research regulations
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(I& §B) Clarifying how the research environment is affected by changes
in policy and law and potential strategies to address this
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Status update and summary of issues concerning informed consent
utilizing ICT technology & Promoting information sharing between

a variety of stakeholders
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Proposals concerning the ideal status of the ethical review

after the passing of the Clinical Research Law

[ENLRFAENA BRI FRIER A BEAERR SC i =
FriEnEdx s 2

Nagoya University, Graduate School of Medicine, Department of
Bioethics Research Center, Designated Associate Professor,

Yoshihiko Iijima

B BF R AR th DB E D B ) I iR
Proposals concerning the ideal status of the ethical review

after the passing of the Clinical Research Law

[ESLRZFAENRALR R IRIT et o & — R TEER  mEF

Tohoku University Hospital, Clinical Research, Innovation and

R

Education Center, Special Appointment Professor, Takano Tadao



II. FBROME (RIEHERE)

(A AFE

Ot - IEO LD HIZERG T 5 2 5 BT & SR O

e BRSBTS L2FsEE - B/ A Oy — LV OBRBIZ OV TE, ARSI TV D EEHT
Ko7 N A TORFEEED TS, 1TEBHEEIC X DR ARD LU TEL VES 2o
7o, H28 HEENICBR 2K Z D Z ENNEEE 72 o7, F7, WFIFEE H AR Y —/WCB L TIEfTE
RN T = > 7 U R RBAFR SN0, FEIE T EIHER T 2 BN/ IpoTe, ZDTDEERF
HOY —NVBFIZENTHZE & LT,

QR TEIERRSI I DMPEEEEOH Y FICHET 2185
BPRRSEE R OB Vi H8 I HAL Listoo Toieih, ETRENAO fBFEERRIC
BB WA OREL AT o1, BRI IZENO I AT E 2 &5 & 35 AR A 7
BONZITAE U, 3 L IR ST DM R £ & o, 7 EANCBI L IR = o A AR B
. single IRB OEARMERF SN TV Z & &R LT,

@ICT HilF 52 M- A v 74— K« arty MBI 2 BURIIR & 3 AU

FDA D KT 7 " HA XU ATRENTO D% P, S C Ok B T 2 HMIEZ 1T -
7o ZDFESR, e-consent DigmmIIERIC LV KRE LT D72, KRENITIT TR TFRE) [Fidk)
DJFH CTilkam &2 0T TR T A0 ERH D Z & ICT HiEEHWD Z LI XA EE O m BT
5 FEAM R ORR ZET 2 MERH D Z EBHLNI R T,

DL AT — 2 FN 2 —HTOHRILA

DHIEMEES ORISR L2 /B AR Y U A RS L LT, 2017 4 2 11 BIZ [WFJEfmEL
HEEDE] HHURERER R FIC BT L7, ARITR WL, 51 407 4 O e mEIcBET 5%
BRIRAT — 7 B2 — (WF5EE . MBEAEZERZER - FHF. MEARE, BEF) BNBIML., E%R
B RAHSE BRI M T, £70, REICBIT 2 FEEEONE % & e R mEfa o EIC BT 5 8)
B ZUER L, 201743 H 7 HIZ ICR ERRHFZEAFT (https://www.icrweb.jp/) | (2B WTAMR L, Z
kv 2EOEFRERICEW TAEOMIfRHUEOBEIC OW T ERREREZG 5 Z LA FRE &
ol

A
2

1. Clarifying how the research environment is affected by changes in policy and law and potential

strategies to address this

Development of a prototype was progressing for a self-check tool based on published sources that
could be used by researchers and administrative staff that responds to revisions made to guidelines
on research ethics. However, as the government’s submission of the final version of the guidelines was
delayed beyond the anticipated deadline, finalizing the development of the self-check tool within FY
2016 became problematic. With regard to the self-check tool for researchers, as the government
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released a checklist to this end, the need for each research group to create their own no longer exists.
Because of this, decisions were made instead to focus on developing the tool that would be used by

the administrative staff.

2. Proposals concerning the ideal status of the ethical review after the passing of the Clinical

Research Law

As the Clinical Research Law had not yet been passed in FY 2016, a survey was conducted to examine
ethics review committees, both in Japan and abroad. To this end, we collected detailed results from
survey studies that targeted ethics review committees in Japan, and then summarized the common
1ssues they faced. For ethics review committees from overseas, we confirmed that the requirement of

a single IRB was upheld, according to the Common Rule, Updated (U.S.).

3. Status update and summary of issues concerning informed consent utilizing ICT technology

Focusing on the issues specified by the draft guidance of the FDA, we collected information on how
this debate was progressing overseas. This revealed that 1) because e-consent can be defined in so
many varying ways, the discussion should be divided up into the three aspects of “explanation,”
“consent,” and “recording”; and 2) a thorough understanding of the empirical study outcomes related

to the increased understanding due to the use of ICT technology is pertinent.

4. Promoting information sharing between a variety of stakeholders

As a setting for a public symposium and sharing of ideas related to the revisions made to the research
ethics guidelines, a “Gathering to talk about research ethics (“Kenkyu rinri o kataru kai’) was held
on February 11, 2017, at the Tokyo Medical and Dental University. A total of 407 participants
comprising a variety of stakeholders involved in research ethics (e.g., researchers, ethics review
committee members, administrative office staff, patients, corporations, etc.) attended, yielding a

lively meeting of opinion-swapping and information sharing.

In addition, “Introduction to ICR Clinical Research” (ICR Rinsho kenkyd nyimon”,

https://www.icrweb.jp/), a movie created about the revisions made to the research ethics guidelines,

was released to the public on March 7, 2017, and included content from the special lecture presented
at this gathering. As a result, all hospitals throughout Japan are now able to obtain an accurate

summary of information on the recent revisions made to the ethical guidelines.
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