ICH activities
New Topic Discussion

July 21st 2016
Chair, JPMA ICH Committee
Hironobu Saito



ICHE & (YRAERY)

o ICHIZ=EXILLLIE, 2[B

E1EDICH EI = é(ff’e

=) 6/11~ 1612 T THRILRA L DY ZARDT

Eaali:
¢ 6/13IC |CHFU9‘*$§?~TMSOD%E%W&QEC
L(/I;}_dustry Executive Council) DX EI&E & Z

e XEIDICHFEEHI(F2016F11A5~108IZ

A (KR IZT, R4 ENF2017FEFIZH KL

N TIEEERDNTF (3
NDHFE.

= M)A —IL) ICTRAE



The Positioning of Global Committee

Regulator
Industry

ICMRA

Workshare

Region Harmonization

NIEYEIGED
Asia/Pacific (APEC/ASEAN)
I C H Central/South America
(PANDRH)

Guideline Africa (SAC/EAC)
FDA/EC/MHLWPMDA Arabian (GCC)

PhRMA/EFPIA/IPMA

NPO

DIA/RAPS
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ICH Overview of ICH
harmonisation for better health

ICH

INTERNATIONAL COUNCIL FOR HARMONIS/ZATION

of

Technical Requirements
for Pharmaceuticals for Human Use

2= ¢ on A5 il 58 A

x

S
a'\é RER

http://www.ich.org

Hosted by ICH Secretariat
Geneva, Switzerland


http://www.ich.org/

ICH Organization (From 2015 December)

Assembly

EWG (Efficacy)

Management
Committee

Members: MHLW/PMDA+JPMA,
EC/EMA+EFPIA, FDA+PhRMA, EWG (Safety)

Health Canada, Swissmedic :
Observers: WHO, IFPMA i

Candidates for ICH Members/ EWG (Quality)

Observers in the future

1) RHI (APEC, ASEAN, African (EAC, SADC),
Arabian (GCC), South America (PANDRH)

2) DRA/DoOH (Australia, Brazil, China, Korea, EWG (Multidisciplinary )

Russia, Singapore, etc.)
3) International Associations
(Generic, API, OTC, Biotech, etc.)

Informal WG
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ICH Process for new guideline

Publishing hm Implementation

Adoptlon of an ICH Harmonised
Tr| artite Guideline

Public Comments Step3 | Regulatory consulation and Discussion
Adoptlon of draft guideline by Regulator Parties

m Confirmation of six-party consensus on Technical Document
m Consensus Building - Technical Document

-

Proposal from Regulator/Industry

Concept Paper of each guideline

© 2011 ICH



ICHAA RS A {ERL D HEE

BRErEYODER

o« ATYT2(GLEDTZ

&) IZS3A(RAoAaY> T

/7 Q&A). s9(#mb\hﬁllaliﬁfﬁﬁr {fiQ&A) . E17

(ElRRF

I_.I Iﬁsﬁ) 75\ BI] 3= o

o XATYTA(RKREE)IZMAE(R2)(CTDIZEITS
B/RIFHR) M EI=ZELT=,

e E6(R2)(GCPHTE) (R TYIT3EEIZITE-T=%

DD, E

Ty TAE
A% [

NIRFEDNDEEHE
Z|2ZE (X & [B]ICH KBk

ERER-ET X
SEANFHHELE



SBRDHARFA U

. SHOBE
— LGS =H AR DRGE
- BROESHICELEHLWAARSAER
—HBWHARSAUEFRATAFSAODESHE

Elll_l

e Training EE 4%
— PartyHN N
—FRTOHARTAZOveralIZEEERT DL E



	�ICH activities�New Topic　Discussion �
	ICH会合（リスボン）
	The Positioning of Global Committee
	ICH
	ICH Organization (From 2015 December)
	ICH Process for new guideline
	ICHガイドライン作成の進展
	今後のガイドライン検討

