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Q7 IWGHR Zl, ZEE8 (Concept Paper)

. %E|: [REFEGMP(Q7) DQRAERX
o FRRH
— Existing Q&As
> IWG QRAEL TOERY A H
— Technical Issues
> IR HEEIZGH>TE-E A ~D R
— Impact of Q8/Q11, Q9 and Q10 on Q7
> “Q-quartet” DL = (life—cycle approach) hH D) fEER
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o FE1RIxIEE:E: San Diego(2012/11/12~15)
— Working Process
— Discrimination Criteria
— Existing Q&As: PIC/S Expert Circle, WHO, B
— Survey: EEDRTE ~#k = FWTEM®

o 2B BxImEm%&3:%: Brussels (6/3~6)
— B#Z = First draft
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Brussels#Zii7

Existing | *PIC/S Expert Circle 5D QRAIZEDER
Q&As fE TR SN | Al EEERZIRET S
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Guiding Principles for the ICH Q7 Q&A

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

o Explain ‘How to do’

o Restate the text from ICH Q7

o Enlarge scope of ICH Q7

o Address too specific questions

o Establish new requirement

o Address regional matters

o Be outdated, no longer relevant

o Be Included, if better handled in a training environment



Survey#z EEtR571HaF

Comments: BN LD E5TFI200(2THDEHMNDL)

Training New requirement

Too specific
Regional
Out of scope

Yes: 56%
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« 25 Single Questions = X[ALI%

o BB TOHTERE
— Scope
> Scope/API-SM, WCB, PV
. EU/EMA, Efpia, WHO, EFTA, PIC/S, EDQM/CEP, WSMI, APIC

— Supply Chain
> Supply Chain, Supplier, Contract Mgmt
- FDA, PhRMA, Health Canada, Biotech

— Containment & Control

> Dedicated facility, High potent, Samples, Re-test/re-use
- MHLW/PMDA, JPMA, MFDS, HSA, IGPA
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o Existing Q&As® 14fh
— PIC/S Expert Circle, WHO, B A%
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o EXisting Q&As
— PIC/S Expert CirclemM 5D Q&A (FERE hiw) M1zt

FEINDOIKNWREE (11/11~14) £FTITIRFESN GO
mE . REa AT VT T SRR (FI¥T: 10A L AILE)

e Step 3
— FDAZ BN LIRE (QRAEIZXT5/NTaA)
— FDARNTHRETL . REIIRED AT EETE
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o EXisting Q&As
— PIC/S Expert Circle&ICHE T, it D - DERER
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. BIEERE
— 9H :PIC/S feedback{th
— 10A : Sub-team feedback on Q&As. X[a]IZ[A]IF+T
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Containment ¥l &

e« COomments

— Dedicated facility
> Segregation for highly sensitive materials
> A concept of dedicated production areas
> Use of ICH Q9 principles to justify
— High potent
> Definitions of high pharmacological/tox
o Discussion

— Utilise Q9 principle

KARATAFEERD—FIZRLI=LDTHY . EEMRTIEZEL



New ConceptZji#E (Commentss) o

« Validation
— Approach to PV
o Dedication
— Utilising of Q9 principle
o General
— Link to Q9
— Impact of Q8/11, 9, 10 to Q7
o Control strategy
— How to support Q7
o Glossary
— Definition of SM reflecting of current ICH (e.g. Q11)

KERRATANFERDBED—FZRLI-LOTHY . EEMTIEARL
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Swissmedic (EFTA*: Interim Rapporteur)

Core: FDA (Regulatory Chair), PhRMA, EU, EFPIA
MHLW

— TL: HFAR BF (PMDA)
— DTL: K# A (PMDA)
JPMA

— TL: 2l B 3EEm)
— DTL: )1l N8 (KIR)

— Expert:  WF FRREI: KEFLEF)

Observer: Health Canada, WHO, PIC/S

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

*5E
EFTA: European Free Trade Association
WSMI: World Self-Medication Industry / tH R KR ZEG &
Biotech: Biotechnology Industry Organization
EDQM: European Directorate for the Quality of Medicines / EX i B Z& & & & &5 P4
APIC: Active Pharmaceutical Ingredients Committee
GCG: Global Cooperation Group
IGPA: International Generic Pharmaceutical Alliance / tH R xR vV EELIHE
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