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Source: PIC/S BLUEPRINT; Clause 83, Bob Tribe (former PIC/S Chair, TGA)

http://www.picscheme.org/documents/PSW082005PICSBlueprint.pdf
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Q7 IWCGH % EI. R%E (Concept Paperh i)

» Q7 Implementation Working Group
» 1Bl [REGMP(Q7) DQRAERL
» FRRR
o Existing Q&As
- IWG Q&AELTOERY)AH
> Technical Issues
- RN HEERICHES>TEE R ~DfiEER
> Impact of Q8~Q11 on Q7
- “Q-quartet” M= (life-cycle approach) M5 D fEER

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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Guiding Principles for the ICH Q7 Q&A

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

- Explain ‘How to do’
Restate the text from ICH Q7
Enlarge scope of ICH Q7

o

(@)

(0]

Address too specific questions

(@)

Establish new requirement
- Address regional matters
- Be outdated, no longer relevant
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»  FE2EIx @S Brussels (2013/6/3~6) e e -
- EMLI-SurveyRE R D ELH ~QRAIRERYAHA _
o KIREEBEFEFTOREME (Scope; EU, T
Supply chain; US, Containment & Control; JP/Asia)
» FEIRBXERE: KB (2013/11/11~14) S—

o 32EMQE&AERE = EU, US, AsiateamTEZFH %L E 1—: 15t Set
. zfﬁz‘é( ZPIC/ISH QAR = KIREEBETEELEMEDEENHT. BF—LTLEa—:
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»  ESEIXE=E: Lisbon(2014/11/9~13)
> Q&A Final Draft
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. Introduction
: Quality Management
: Personnel

: Process Equipment

1
2
3
4: Buildings and Facilities
5
6: Documentation...

7

: Materials Management

: Production...

0]

9: Packaging Labeling

10: Storage and Distribution

1.2, 1.3

2.13,2.21,2.22, 2.3, 2.50, 2.51
3.10, 3.12, 3.3

4.40, 4.41, 4.42
5.21,5.22,5.23, 5.24, 5.25
6.13, 6.51, 6.52

/7.11,7.12,7.20,7.24, 7.30, 7.31,
7.44, 7.5

8.14, 8.40, 8.41,
9.42, 9.43
10.11, 10.20

7.32,

8.50
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11: Laboratory Controls 11.10, 11.12, 11.21, 11.51,11.6, 11.71,
11.72

12: Validation 12.10, 12.11, 12.12, 12.44, 12.7

13: Change Control 13.11,13.13, 13.17

14: Rejection... 14.1, 14.2, 14.3, 14.40, 14.42, 14.43

15: Complaint and Recalls 15.10, 15.11, 15.12, 15.13
16: Contract Manufacturing 16.10,16.12, 16.14

17: Agents, Brokers... 17.10, 17.20, 17.40, 17.60

18: Cell Culture... 18.14, 18.2, 18.51

19: Clinical Trials 19.3

20: Glossary API, QC, manufacture, mother liquor,

non-conformance
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Product Quality Review Q&A (Final Draft)

o BBIFERIZITOIZED KD (expected) b5,
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« BEDXRIAMICHENGTLEL2.50IHDRED
mBEREZITONET. TN, B, F1F. B
ZHREICESHHE,

» Trend analysislZ7 At AND—E4EHERT 51-
HIZEERIEH (V—ILIZQISER)

) RXZERALI-L DT, EEOFIERTIEELY,
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Deviation vs. Non-conformance Q&A (Final Draft)

Deviation

o RSN RXIIEILSINT-RHEN DT
(departure) TH-T. ZDELDDMEIZEE
B ZA50[8e D 5. TELVIREE

Non-conformance

o HBPOBEYERELI-EEITHL, TES DTG
ReGY, mEBICEEZTZE5ZADIRE

SZ: 250 G REDEE =>FRE& L85

) EXEHBL-EO T, BEEOBRTIIAL,



Containment Q&A (Final Draft)

EY. RO FHCAHEEHMET SR OEEIZIE., BYKk-oT-
YEh&E T HAPIHEAR, BRI 2B, EYFER.
20, £ EE2ZELTORMD RAIZERT 5L,

BUEEHCAHRPERICIEILUTOILEZEU L
« N—FEEOH: EFHOEET7. FAER"FERHHVAC,
Eﬁ’fﬂﬁiﬂ_ VAT L ELDMET, HLADHPRFNEZHEE
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Dedication Q&A (Final Draft)

EBMEEDORXFLOEEIINTRIIVRI(TTFI45F—
AYIF)MNORZV) U ROEITFORKR) O RD LOHE R
EEMEIZRLTITERDREET 72K T (expects) Lrd,

Q7IFEEFMEOEMEICH T HERITLTULVELIA, —ARAIIC
[T RFAFETOEYOENX T LI T —E2hHESND,
FIFFEMHEPCEE O ETERE T NS &IE. Occupational
Exposure Limit (OEL). Permitted Daily Exposure (PDE).
Acceptable Daily Exposure (ADE). Threshold for
Toxicological Concerns (TTC). No Observed Adverse Effect
Level (NOAEL) R IBEMNREL-REDLIGHERIZED
MEWLSFEHEFETH S,

) EXEHBL-EO T, BEEOBMRTIIAL,



Original Manufacturer Q&A (Final Draft)

e COAIZIZSupply Chain®O kL —HE)T4—H

MNAHEDIZOr
Ay (W b A

iginal Manufacturerh g2 & s TLY
7‘&[,\

o Original Manufacturer&ld., &REFERINT-AP

Nk ke

ERlan b ECAELDS,

o IXIRFAHLIIET. YIERYIZALIE (physical processing)
95 (FZE. b, . GRhdEFE) BEXAEIE
Original Manufacturer& X570,

% 11.43,44;17.10, 20, 62 => & &EEH
Physical processing => %1, 1.3

) EXEHBL-E0O T, BEEOBRTIIAL,



Applicability to Biologicals/biotech and relationship with Q5D

MCB

\ 4

WCB Maintenance of WCB

(Table 1)
4

Retrieval of Vials = 18.14 = (Classical

" Fermentation

.
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Q7 IWGAVIN—(5F)

» Swissmedic (EFTA*: Interim Rapporteur)

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

» Observer: Health Canada, WHO, PIC/S
» Interested Party: WSMI*, Biotech*, EDQM*, APIC*, IGPA*
» GCG*: Singapore (HSA), Korea (MFDS)

e
EFTA: European Free Trade Association
WSMI: World Self-Medication Industry / tf R KB ZEi{H <&
Biotech: Biotechnology Industry Organization
EDQM: European Directorate for the Quality of Medicines / BX M B 2 & & B £8P
APIC: Active Pharmaceutical Ingredients Committee
GCG: Global Cooperation Group
IGPA: International Generic Pharmaceutical Alliance / tf Rz RO EERHE
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