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Source: PIC/S BLUEPRINT; Clause 83, Bob Tribe (former PIC/S Chair, TGA)
http://mwww.picscheme.org/documents/PSW082005PICSBIueprint.pdf
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Q7 WGRD K E]. FiE8 (Concept Paperi's) 7

e Q7 Implementation Working Group
. &E|: FEZEGMP(QT7) DQRAERX
o FRREH
— Existing Q&As
> IWG QRAEL TOENY A A
— Technical Issues
> R ERE(CEH>TEE D ~DEEER
— Impact of Q8~Q11 on Q7

> “Q-quartet” DL = (life—cycle approach) h ) R ER

£% :Q7 IWG Concept Paper

http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guide
lines/Quality/Q7/Q7_IWG_Concept_Paper.pdf
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Q7 WGX/Y—

Swissmedic (EFTA*: Interim Rapporteur)
Core: FDA (Regulatory Chair), PhRMA, EU, EFPIA

MHLW

— TL: HFR BFI(PMDA)

— DTL: K BATR BEXER(PMDA)
JPMA

— TL: BEH E{C3FA)

— DTL: Il %08 (KIR)

— Expert: mH FBRIEREIL: KF{EF)

Observer: Health Canada, WHO, PIC/S

Interested Party: WSMI*, Biotech*, EDQM*, APIC*, IGPA*
GCG*: Singapore (HSA), Korea (MFDS)

*SE
EFTA: European Free Trade Association
WSMI: World Self-Medication Industry / i+ R KB E %4
Biotech: Biotechnology Industry Organization
EDQM: European Directorate for the Quality of Medicines / FER /i B 22 5 & B &3 4
APIC: Active Pharmaceutical Ingredients Committee
GCG: Global Cooperation Group
IGPA: International Generic Pharmaceutical Alliance / tf &R xR wIEZERHE

ICH Q7 JEEGMP Q8AZZBHS



Working Process: T—/LD4X—

[ Existing Q&As ]
Technical
Issues
New
Concept

LE 21— >

Survey=>F&R &t >

g >

Discrimi—
nation
Criteria

—

ICH Q7 JEEGMP Q8AZZBHS

ICH Q&ASs




L -2
'ﬁ-%z 'f‘ o yeH
DRAFT
o FE1EIxEE%: San Diego(2012/11/12~15) TR e
— Working Process mﬂﬁ-ﬁfﬁ’ﬁ::ﬂ: T
— Discrimination Criteria r;:,m%: S m:“ St

Existing Q&As: PIC/S Expert Circle, WHO, HA
Survey: RIEDRE ~ KX = BIBTEIE

FiREEEDRA b

Working groupODIEEJJODL&')jJ'EEm
ERLT REQRADEIZDLNTDE
Existing Q&AIZ (iﬂb\aa%m\mﬁw = BAHIERLT-
Q&A(EN M :20014F) DIRMEFE (ARMICEZSIDIOVT) T :
QRAIRFEEZIT 5=, B/N\—T 44 TSurveyEEZFRE = $§T1’FE‘Z(LI) o

E2E % EmE%: Brussels (2013/6/3~6)

= o

EHELT=SurveyfE R D FE &8 ~ QRAIEHHIXY 1A A
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FE2RXEREDRAb
Survey TR OT-QEAN BIXMHZE KIS0 ITIRYAA = QERAERDEIYIRY (Scope: EU,

Supply chain: US, Containment & Control: JP/Asia)

— WHORUHBHAMNSQEADIEH
PIC/SHh 5D QEANIREIZEN
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. ZFEIEBExE=E: Kk (2013/11/11~14)
— 32EMQRABE = EU, US, AsiateamTERiE#KLE 1—: 15t Set
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LE 1—: 2nd Set

FIRFMEREZEDHRA

- BBTERELELDIZDOVTIERLEL— = KREETRT (BE)LEELDEFE
Do >T= N TEL(ZEFELFES)

— BELELOEEHEL 15t Set. EYZE2d Set& 4 {1+

o F4MEXMEEE  Minneapolis (2014/6/2~5)
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e FE5ExEEEE: Lisbon(2014/11/9~13)
— Q&A Final Draft

ESEHERBDHRA
—  Final DraftlZ5em L1=A . Final Draft® iEfli (& /S—T4I12&B)ETIZELT

— BN—TADLDFHIEFERZ2015F1AFTIZIREL ., RAF2AICEFERETIRRY
SEUBEOMGERIEZHIETT 5

. XHEEZRTRORN
- 20152 A DEFERE: BRI ILEGLEER
- 2015%6H10H: Step 4
- 20164E3H8H: Step 5(FEFHEMLFE L)
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Guiding Principles for the ICH Q7 Q&A

e Potential discrimination criteria for Q&As
The Q&A should NOT:

Explain ‘How to do’

= How to dold i L7
Restate the text from ICH Q7

= NARSAVERXXIZEM TS EITBBLAL
Enlarge scope of ICH Q7

= NARSAUHRET HEAEHEEZ LT
Address too specific questions

= EAl9E 5N BRI KA
Establish new requirement

= -G EHZEMLEGL
Address regional matters

= g (284 5 (HEFE D) AR T o750

Be outdated, no longer relevant

= BFRENIZHE -T2 D OBERGLGS T2 D X7y
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Survey#zs EELtR5T1HaF v

Comments: BN LD E5TFI200(2THDEHMNDL)

Training New requirement

Too specific
Regional
Out of scope

Yes: 56%
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e Step 4: 2015%F6H10H
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