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Q7 IWGXs Y — 7

o Swissmedic (EFTA*: Interim Rapporteur)
« Core: FDA, PhRMA, EU, EFPIA
MHLW
— TL: FAR B (PMDA)
— DTL: KE B A (PMDA)
— Expert: RI§ Z7] (PMDA)
JPMA
— TL: &Ml BT (FE)
— DTL: )il %081 (Kix)
— Expert: % BFR(EREI: KIZFIEF)
o Observer: Health Canada, WHO
o Interested Party: WSMI*, Biotech*, EDQM*, APIC*
« GCG*: Korea (KFDA), Singapore
o Pending: IGPA*, PIC/S &%
EFTA: European Free Trade Association
WSMI: World Self-Medication Industry / f R KE %S
Biotech: Biotechnology Industry Organization
EDQM: European Directorate for the Quality of Medicines / XM =2 & f & &5 9
APIC: Active Pharmaceutical Ingredients Committee

GCG: Global Cooperation Group
IGPA: International Generic Pharmaceutical Alliance / tHE T RO EZE DIBE



fE R G NZFEEE (Concept Paperii's)

1. Existing Q&As
- IWG QRAEL TDERYIAH
» PIC/S Expert Circle, Initial Regulatory/PDA training
2. Technical IssuesCRMDATAF)
- BIRHDAFHEE (uncertainties) [CIE > TEER A ~D
fiZZ52 (Slide 5)
3. Impact of Q8/Q11, Q9 and Q10 on Q7
- “Q-quartet” ML= (life—cycle approach) Hi5 D fEER
= New Concept
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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



harmonisation for better health

o
’ ICH ICH Q7-IWG

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o Be outdated, no longer relevant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



harmonisation for better health
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Q&A Needs

o SurveyFH#K (FOERhR) D

B

nT(1R)~ERINE

YCEH .

Survey for ICH Q7 Constituencies:
Input for Development of a G8A Document

DRAFT

The Intermational Conference on Hammonization [ICH) O7 Good Manufacturing Practios (GhF) Guide for Actve
Pharraceutical Ingredients: (AFT) = implemented successhully in the reguistony framework by te Worid Hesit
Crgantzaton (WHO) and most authorfties amund the word. Howsver, syperisnce gained wih the |mplementation of
ICH Q7 since the spproval In Blowsmber 2000 shows Tat uncertainies reiated o the Intsrpretation of some secions
exist Furthermone, the Imporance of the application of the Fe-cyde approach addnessed in the mew 1ICH O, ©5, &0,
and 011 Guidedines I AP manwfaciuning procedures |5 emphasizesd by the ICH Guality Implementation Woerking
Group (CHNG). Teohnical lssues with regard fo GAP of AF1s — aiso In cont=st with new ICH Guidelines - need o be
addressad In onder o hamonizs expeciabions during inspecions.

The 1GH 7 WG has been asked wilh the deveiopment of & CuesSons and Answers (Q&A) document In onder io help
In removing these ambiguities and unceriinies. This sunssy will provide supporiing irformation for e WG
consider when deveioping the QEA document. The Information colleched from this sunvey will be anonymously shared
within e Q7 WO, Plexse undersiand that not all questions may e addressed in the ICH O7F Q8A
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Survey Overview

e Survey to constituencies conducted over 4 weeks
in February / March 2013

o 206 questions received from IWG constituencies
— Questions received for all ICH Q7 chapters
— Current issues for clarification

— Number of complex technical issues

e Questions were evaluated against discrimination
criteria resulting in 114 questions for further
evaluation (Brussels)



Activities between Brussels and Osaka

e The 114 questions divided amongst 3 regions

— Scope (EU)

> Scope/APIl-starting material, WCB, Process Validation
— Supply Chain (US)

> Supply Chain , Supplier, Contract Mgmt

— Containment and Control (Jpn)
> Dedicated facility, high potent, Samples , re—test/re—use

e Q7-IWG teleconferences held to check progress
and align, where needed

o Regional meetings: All questions were evaluated
resulting in about 39 questions and draft
answers
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Osaka Accomplishments

o Reviewed regionally drafted Q&As by the ICH
Q7-IWG

— Brainstorming by ICH Q7-IWG

— Worked in two cross regional sub—teams to
discuss and revise Q&As

— Reviewed drafted Q&As by the ICH Q7-IWG
o As of today 24 Q&As drafted
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Between Now and Minneapolis 12

o Discuss and revise outstanding drafted Q&As
— 32 Q&A within regional groups (incl. assessed existing Q&A

from Japan and WHO)

> Scope and Definitions / Quality Management, Quality System, and Quality
Unit / Production and Materials Management (EU)

> Training / Process and Cleaning Validation / Contractor and Supplier
Management / Supply Chain Control (US)

> Containment / Control: Sampling and Testing / Documentation / Clinical
Trials (Jpn)

e Next level of review
— Share 24 draft Q&As from Osaka with the constituencies

e Continue GAP analysis
— Align against existing material e.g. 28 PIC/S Q&As

o IWG tele—conference to check status and progress



Next Step

Reviewed regionally drafted Q&As by the ICH Q7-
IWG

Review and incorporate Q&As from GAP analysis

Develop order and organisational structure of the
Q&As

Obtain consensus on the Q&As

—  Early notification: based upon the number of questions, we may anticipate
potential delay according to timeline in the concept paper
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