- F 4
‘. AMED STI4FE AR HARYIND—HOBE
vars= | i, FEEEE, BERRE - ESEMEBRYETI—OFFRALL:.
QMSDEIE ([ [+-RBADE = I-BET 5
MRABRUMAEIZEE~ADHEEMDIERIZET SMER IR

QMSHER /RBARERDMNREBRKILT B12HIC

HREARARE
EMAFRREFEEAELRR - HEERARE> 5 —
mbe BERERIAZE - BEHHEEPFT
BEREE - FFIFSPR. (BHE) EZHVIER
INE Bie

i enter of Neurology and Psychiatry (NCNP)

1



"Hn
“”HI”]

: AHODOHSAS

1. QMSIBE ERBAEEDRETRNE =
2 . BARFEOEFNEERMOEIEH., “RZwvo - OX”
ANDXT [N

3. QMSHEE/RBAERDMNRZEXNILT DI

4. FEOD




\

NIGRIP =

: KHODO#REAS

1. QMSH&E LRBAE

Copyright © 2023 Nation

al Center

of Neurology an

d Psychiatry (NCNP)

3



o\

l|||||ll"

I

GCP Renovation : ICH E8. E6 (ICH-GCP) Dc&:T ./ RiFh

E8 (R1) ATYI5
(BRREERD—A&IES) » 20224 128H%IE
-QbD

—{#920% |—
Cost ‘

;
RME ® /GCP Renovation\

mp_=-:===

- ~ ICH E6 (R3)
ICH E6 (RZ) -Overarching Principles
-QMS (RERE R/ EOMHR)
PS -8§/rS|ght -Annex1
%EB \_'RCA/CAPA ) (ERERRRT — Y5 DiER)
. - pragmatic clinical trials
:%én/j%ﬁng/SDV (AD@DUM) K decentralized clinical triy
*Audit J-GCPHALH YR
2019 7HMIE

( TGCP/RT v hEHIEE2020 p205-207] KD5IA. —EfRZ)

Copyright © 2023 National Center of Neurology and Psychiatry (NCNP) 4



~

21st Century Cures Act (21ttfgiaEEE)
KETODENZE %

~ 21st Century Cures Act BiIZ~~ |

¢ FDADEZETOLREZIMEL., ERBFADESFIBET HLETH-LCERD
BqAZIESESEE (215 Century Cures Act) A, ERE28F12878 (K)
[CEAO4 R 5T LERZEBL. A/ \TXKEKEEHIN12B13BEZR-BTFLT-.

https://www.statnews.com/2016/12/07/2 1st-century-cures-senate-passes/
http://www.nejm.org/doi/full/10.1056/NEJMp1615745?query=featured_hom

It is clear that the discovery, development, and
delivery process is a cycle, meaning that even
data captured and analyzed at what some
might consider the “end” of the process - the
delivery phase - actively infuses new discovery
and development of better treatments. The
country that fully embraces the entirety of this
cycle will be the innovation leader for the 21st
Century. Thus, a key goal of the 21st Century
Cures initiative is to help ensure it is the United
States that charts this course.

(21st Century Cures Act ®White Paper & Y #5$)

https://energycommerce.house.gov/sites/republicans.energycommerce.house.gov/files/analysis/
21stCenturvCures/2014050 1WhitePaper.odf
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BT OEEXMOMEMAER. —EERELBHRICK
DINEMGRAFEEDLEM

& Traditionally, clinical trials have been designed to demonstrate how an
experimental treatment affects the symptoms of a condition or disease ov:
time in a large, representative patient population compared to a placebo ¢
other alternative. But based on the advances that have been made in
personalized medicine and health information technology, including the us
of real world data, is the randomized, double-blinded, placebo-
controlled model the best approach in all cases? The timelines, size,
failure rates, and costs of conducting trials are at all-time highs, with
administrative and regulatory burdens often contributing to such increase:
What can be done to help reverse these trends?

€ Finally, recent analyses have shown that the cost of developing a new
drug now exceeds $1 billion—double the costs in the early 1980s—a
that it takes upwards of 15 years from initial molecular targeting to bring a

drug to market. (21st Century Cures Act ®White Paper Y i)

https://energycommerce.house,gov/sites/republicans.energycommerce.house,gov/files/analysis/
21stCenturyCures/20140501WhitePaper.pdf

NOVEMBER 25, 2016

21st Century Cures Act
~UTILIZING REAL WORLD EVIDENCE ~

DIVISION A—21ST CENTURY CURES

TITLE H—DEVELOPMENT
Subtitle C—Modern Trial Design and Evidence Development
SEC. 3022. REAL WORLD EVIDENCE.

Chapter V of the Federal Food, Drug, and Cosmetic Act is amended by inserting after
section 505E (21 U.S.C. 355f) the following:

“SEC. 505F. UTILIZING REAL WORLD EVIDENCE.
“(a) IN GENERAL.—The Secretary shall establish a program to evaluate the potential
use of real world evidence—
“(1) to help to support the approval of a new indication for a drug approved under
section 505(c); and
"“(2) to help to support or satisfy post approval study requirements.

evidence’ means data regarding the usage, or the potential benefits or risks, of a
drug derived from sources other than randomized clinical trials.

R ["(b) REAL WORLD EVIDENCE DEFINED.—In this section, the term ‘real world ]

"(c) PROGRAM FRAMEWORK.—
“(1) IN GENERAL.—Not |ater than 2 years after the date of enactment of the 21st
Century Cures Act, the Secretary shall establish a draft framework for
implementation of the program under this section.

ttp://docs.house.gov/billsthisweek/20161128/CPRT-114-HPRT-RU00-SAHR34 . pdf
( BES@E AREN] KD5IA)

@

Copyright © 2023 National Center of Neurology and Psychiatry (NCNP)



QMSY>RBADERZIRDIRDOTHSD & : FDA. EMA, ESENSDiEH

Guidance for Industry

Oversight of Clinical
Investigations —
A Risk-Based Approach to
Monitoring

Draft Guidance
2011/8/291ZF H
T\

US. Deparnoent of Headeh sad Bumaa Service:
Feod sad Drug Adminierane
Conowr for Dyvug Evaliados asd Research (CDER)
Contwr for Blalegher Evalaation and Research (CRER)
Center for Devices and Radislogical Health (CDRY)
Office of Gaed Clinical Pyaceie (OGCP)
Office of Regalatary Afsirs (ORA)
Azget 100
Procedural

OMB Centret No 0910-0733

Expuyson Daw 05310056
Sex addticen! PRA statezens 1= sectins VI of i praducxce

SETRANLEEE (W i

REFRD EEXLNFETIN

VPRSI e VPl SRR AT

RO = P Xl o T, TR O R BRI R
SUG ORA X XEZD0T) (FRMF 127 B ENEAFER 12208 7
BNEZRAERLBRORXRAREAN, BT GCP O Y2 Evh)
FHOT, ZTLLTSTORRF -G 20 THRR - 0BeSoxske
KOS OBV ENFREATEY, SOLIBIRATIEEICT=FY
Y PROGALY, EREOESSRIMEROMMEERE LoD, B
FARSOMPEERTIGOERBERATVET,

G, FR2MGFEXSTRREFERNDEERL - EAMNTL X T -
V=Y T 2R BFRER R EWARRNORNE W SFR SHVT,
YA XRS5 SDVERSORAME L SHM0E=5 9 Y SHODPLL B
SENONE BRI AOTORNETEN, FRUHSHZ 02200
L.

ELLTR, AFAUFRENLR, V2P ERICE=2 2 2 70RT
SEAUBANEARO LRI LN ELDELENT, BHOBREILT. A

TRARTRCENMRS M LMo S M8 2T L A NEAR 21,

O

EUROPEAN MEDICINES AGENCY
SCIENC MEDITINTY HEALTH

18 November 2013
EMA/265011/2013
Compsance and Inspection
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Summary of Changes —-ICH E6(R2) Step4

Number of Name of the amended Number and name of the amendment
amended items section

1 Introduction
3 1. Glossary 1.63 Certified Copy, 1.64 Monitoring Plan, 1.65 Validation of Computerized Systems
2 2. The principles of ICH 2.10 - irrespective of the type of media used
GCP 2.13 - essential to ensure human subject protection and reliability of trial results
3 4. Investigator 4.2 Adequate Resources

% 4.2.5 — Supervising (Pl Oversight)
Pl OVGTSIght 4.2.6 - ensure individual/party is qualified to perform those trial-related duties
) 4.9 Record and Reports
ALCOAC 1t
5. Sponsor 5.0 Quality Management

5.01, 02, 03, 04, 05, 06, 07 - Risk-based approach
5.2 Contract Research Organization (CRO)
5.2.2 oversight of any trial-related duties
CRO Oversig ht 5.5 Trial Management, Data Handling, and Record Keeping
5.5.3 (a) — Validation of system on a risk assessment

5.5.3 (b) — SOP should cover system setup, installation, and use

attributable, legible, contemporaneous, original, accurate, and complete)

5.18 Monitoring

5.18.3 — Risk-based approach to monitoring
5.18.6 (e) — Monitoring Report of on-site and /or centralized monitoring
5.18.7 — Monitoring Plan

Issue manage

e

5.20.1 — Root cause analysis and implement appropriate CAPA

1 8. Essential documents 8.1 Introduction — Storage system (eTMF), continuous access to CRF data, certified copy

Certified Copy (TE—5—aEES ] BIERE03IM)

Copyright © 2023 National Center of Neurology and Psychiatry (NCNP)
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