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e 20124E5H : Informal Quality Brainstorming
Group (IQBG) [ZT. Q7 QRAERLD W Eh %
fham = SC
e 201256 AfE=5%: Q7 Informal WGDiILH
LFIF&EZE = Concept Paper®finalise
e TC(9/4)Z#XTConcept PaperMNfinalise

o San Diego(11/12~15) KYXIm£<iEBIR




Q7 WGX/Y—

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

MHLW
— TL: HAR BF (PMDA)
— DTL: K& A (PMDA)
JPMA
— TL: BEH #{(3FH)
— DTL: )il N8I (KIR)

— Expert: WA FBR(REL: KFEF)
o Observer: Health Canada, WHO
o Interested Party: WSMI*, Biotech*, EDQM*, APIC*
« GCG*: Korea (KFDA), Singapore
o Pending: IGPA*, PIC/S

*5E
EFTA: European Free Trade Association
WSMI: World Self-Medication Industry / tH R KR EiH S
Biotech: Biotechnology Industry Organization
EDQM: European Directorate for the Quality of Medicines / FX ) E 2 & 5 B &8P
APIC: Active Pharmaceutical Ingredients Committee
GCG: Global Cooperation Group
IGPA: International Generic Pharmaceutical Alliance / f Rz RO EE KBS



fE R NZFEEE (Concept Paperis)

1. Existing Q&As
- IWG QRAEL TOELY A A
» PIC/S Expert Circle, Initial Regulatory/PDA training

2. Technical Issues
— BIRDARHEZE (uncertainties) [T TEEH~D
fE S5 (Slide 5)
3. Impact of Q8/Q11, Q9 and Q10 on Q7
- “Q-quartet” DL = (life—cycle approach) Hi5 D) fEER
= New Concept




Technical Issues (Concept Paper)

e Supply chain control

o Contractor/supplier management (outsourcing)
e Monitoring of impurity profiles

e Quality systems

o Applicability to biologicals/biotech and relationship
with Q3D

e GMP expectations in the development phase
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Existing *QRAMD A F /5% K U\Working Process
Q&As (Issueiti@)

-Existing Q&As D 31T & £ (RIS :EIRD

T=5M)

*Existing QRAsDERFH [ZDULVT
Technical -BERDIL—2AN—32T
Issues - RO AL
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ICH ICH Q7-IWG
harmonisation for better health

Guiding Principles for the ICH Q7 Q&A

° A ‘What to do’ document
o One harmonised Q&A document
o Address current issues identified by the Q7-IWG
o Address one issue at a time

* Potential rules for the answers
o Clear and concise

o Reference to the sections in ICH Q7 and/or other ICH
documents, if appropriate
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Existing | *Working Process (Issuedt &) {ERK (Slide 10)
Q&As - Existing Q&As ) ST E ZE{E R
(Discrimination Criteria: Slide 11)
-BANSQTD QAR (TR )
"WHOM LB F DR (RS )

Technical | *Survey (3IBEDRFI L H-TEXTR:
Issues Slide 15)
-BEROL—2 A3
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) ICH ICH Q7-IWG

harmonisation for better health

Process to
the ICH Q7 [ 'C”Q7'W°

Q&A Needs
Q&A ! ! Existing Material
GAP Analysis (e.g. PIC/S, Japan, WHO)
ICH Q7 IWG ] )

Initial Draft Q&A

Izeviet\f\; by IWG ICH Q7 ]
onstituencies
(e.g. PIC/S, WHO) Q&A Draft(s)

o ICH &A
WO I'kl ng [ Concec|237t cIsaper }

IWG consensus
ICH-SC sign off
Goal: One

ICH Q7 Q&A J Harmonised Q&A

(step 2/4)
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ICH ICH Q7-IWG
harmonisation for better health

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
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ICH ICH Q7-IWG
harmonisation for better health

Reviewed Existing Materials

ICH Q7 EWG training 2001-2003

PIC/S training - PIC/S Expert Circle Q&As on ICH Q7
ICH Q7: Key Messages as part of the PIC/S Training
PIC/S Aide Memoire on inspections of APIs (PI1-030)
WHO Technical Report Series 957, Annex 2, 2010
CEFIC / APIC ‘How to do’ document

ICH Q11: Specific considerations to ICH Q7

ICH Q-IWG: Q&A and PtC & Impact of the implementation of
ICH Q8/Q11,Q9,and Q10 on Q7

ICH Q7: Implementation experience in Japan, US and EU
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o Difference between GMP and GDP (Supply Chain)

o Glossaries in Q10: ‘outsourced activities’ vs. Q7:
‘manufacturing’ (Outsourcing)

o Responsibility to check in the registration dossier
(Monitoring of impurities profiles)

« Management review/product quality reviews (Quality
Systems)

« Where does Q7 start for Biotech? (Bio., Ch. 18)

o Level of Cleaning (Development phase, Ch. 19)

o Process Validation: reference to Q-IWG Q&A, PtC (Impact
of Q8-Q11)
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e Existing Q&As
— PIC/S Expert CircleM5MDQ&A = Discrimination
Criterial ZZEC - BN#E:ZE R (#R &)
- HEAMNSDQRADIEH = Discrimination CriterialZ
ELTHEEIRL-RICRR~EEFE)
— WHO Annex2 (WHO#E &1 H)
e Technical Issues
— SurveyD Xt (1 B ~ : Bthearzesiimstt) RUKET
e Telecon: 2013%FE2A KRUV4H
e Brussels: 201346H3H~6H (F )
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o SurveyF#K (FIERER) D
Bem(1A)~ERINE
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Survey for ICH Q7 Constituencies:
Input for Development of a Q&A Document

DRAFT

T Intemational Conderence on Hamontzation (ICH) 07 Good Manufschuring Practios (GRF) Guide for Actve
Phamaceuticsl ingrediznis (APT) k= implemented successfully In the reguisiony framesork by e Workd Hesin
Organtxion (WHO) and most sufrorties amund the wond . However, mmmdmmlmrmu
ICH QT since the approval In Mosember 2000 shows sk uncertainies neiasted io the infsrpeetstion of sacfions
mxst Furthermone, the Importance of the appilcation of the Me-Cyce approach m!ﬁadlnﬂ'lerﬂIGHD! o, oo,
and 011 Guideiines i AP Fanusacurning pocsdures. ks smphaszed by the ICH Cualily mpiementation Working
Group (O-TWG). Technical lssues with negaird to GAIP of AFIS — aiso IR cont=yt with: new ICH Guideines - peed o be
addressad In onder o hamonizs expeciations duning iRspecions.

Thie 1CH OF IWG has been @sked with the development of & Cuesons and Answers (D84 document In onder io heip
In Fermwing these ambiguities and unceriaintes. This sunsy will provide: supporang iromation for e TG D
Consider when developing the G&A document. The: Information collecoed) from this sunvey will be anonymously shaned
wilin e O7 WO, Please undersiand that not all guesstions may b addressed n the KGH O7 Q&S

Bafors compleding the curvey. pleacs (1) consider soncukation of your Indemal ciakn holders: and
23 subenk your responsac no kder tham [ender dane].
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