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Most competences of the
PIC/S Comumittee are
delegated to Sub-
Comunittees, which report
back to the Conunittee.

PIC/S Committee

Plenary Meeting:
operates PIC Scheme
and takes decisions

Election of office

Treaty power

7/ AN

Acceptance of new PA

Adoption of budget

holders & SC Members;

Sub-Committee

Sub-Commitlee

Sub-Comumittee on

Sub- Cumrmtlcc

Sub-Committes

Sub-Committee

Sub-Committee

on Compliance on Strategic Harmmonisation of on Budget, Risk on Expert Circles on Training
Development GM(D)P Comrnumca tion & Audit
Plans & reviews Reviews PIC/S Harmonises GM(D)P Defines Assesses all Reviews activities Plans & reviews
both assessments strategy & & establishes Best communication risks, reviews of Expert Circles GMP Training
& reassessments policies Practice strategy audits; prepares
budget
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Drafting Group on the revision of Annex 1 of the PIC/S-EU GMP Guide ) » %]|

IEETIEET LF - Tt 2016 £ 4 AR HESTHER -

. PIC/S KERERES5EREK PIC/S B2 EU GMP Annex 15 Z{&5T > ¥R 2015

F10 B 1 HiIF=UA% - &2 » PIC/S GMP Guide 22208 EU GMP Guide &
#r Chapters 1,2, 6 & 7 J Annex 13 Jz Annex 17 » HE{ES] T/ESIEEET
EF[ o

. PIC/S 511 ATMPs T {E/M8H (PIC/S Working Group on Advance Therapy

Medicinal Products ) » 5% T{E/NETHIATERL " ATMPs #UEEZ F 8%
( draft Aide-Memoire to support the inspection of ATMPs facilities ) | » FFF>
PIC/S Blood, Tissues, Cells and ATMPs BB » Seiratem B &gy 1T/F -

. PIC/S gkt " #gse st #% T./F/\E (PIC/S Working Group on Data

Integrity )y K " HHIMRE I 5E AL F/NME (PIC/S Working Group
(WG) on Controlling Cross-Contamination in Shared Facilities. ) | $1¥4H[E8
GMP sRREHE T o -

. PIC/S {82281 ICH 4H&% " t¥5T ICH Q12 Guideline: Technical and
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2016 f£[ PIC/S B H & B TE5T 2016 &£ 7 H FA3EE] Manchester
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[ PIC/S B & » 228 PIC/S B8 A &8 a2 Rt B I Z(DECLARATION OF
CONFIDENTIALITY & ABSENCE OF CONFLICT OF INTERESTS) » 3¢ FIG2£47A7
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=~ 20154F PIC/S ®ETE - Tf[fEER A& T EUER; (Biopharmaceuticals
(Biotechnology & Biologicals) How to Inspect ) |55 FH 5%t/ &= ( Management
of dedicated facilities ) 2 #5Z2

(—) BERHEETZ PIC/S GMP Guide FfH]—. T 4472 5 #43% ( Manufacture of
biological medicinal substances and products for human use ) ; (PE 009-12) &
22015 £ 10 [ 1 H/3Mffi » PIC/S Aide Memoire™ Inspection of Biotechnology
Manufacturers( PI 024-2) (&> 2007 F£ 9 A 25 H4ER #rEs] > PIC/S GMP
Guide-Annex 2 48 AMEMAR (BBRRAR 5 B @ kA 31 H 5 $hAEEIEHES)
YOIEIEE L ~ FEIRE YRR i R G AR B RAG A PR SR AR am ) + 44T » PIC/S
Aide Memoire " Inspection of Biotechnology Manufacturers (PI 024-2) | A

2007 ££.9 B 25 HAR{EA YT - BRI & E B EEE SR (7
Session 5z 4 { Workshop ) 775, 5t Biopharmaceuticals ZES£ER 5 ~ BUFE ~
an ] ~ BT GMP AR R B R b B E E [ [ i T F PRS- BlE
AN BEntintg L& o B PIC/S /ERfEET Aide Memoire " Inspection of
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B — ~ #ThR PIC/S GMP [fI| 2 ZIHEMEIRIFEE A CMP Z I E:

Type and Example Preduct Application of this guide 1o manufacturing steps shown in grey
sourca of

material

1.Animal or Heparins, insulin, enzymes.

péant sources: wroteins, allergen extract,
non-Fansgenic | ATMPs immunosera

2. Virus or Viral or bacierial vaccnes: |
bacteria enzymes, proteins man f | fermentaton . appicable
farmentaticn / : s, | I
cell cuturs
3.Biotechnology | Recombinant products, Mab,
farmentaton! alarg ines, Gana
call cufture? -+ Therapy (viral and non-viral
vectors, plasmids)
4. Animal Recombinant protains,
sources: ATMPs?
transgenic
5. Plant Recombinant proteins,
Sources: vaccines, allergen
Transgenic
6. Human Urin= derived snzymes,
sourcas hormeones
7. Human Gene therapy:

andlor anmal Genetically modified c=lls” -

sgurces’ -

Somatic cef Therapy

Tissue engineered Progucts
procurement and
testng of starting
tissus/celis®

Inereasing GMP requirements—

Ses Glossary for explanation of acronyms.

* See seciion B1 for the ext=nt to which GMP princples apply.

“See szction on "Sead lot and cell bank system’ for the exdent fo which GMP apglies.

“in the EEA: HMPC guideline on (Good Agricuitural and Collection Practice - EMEAHMPC/Z2438 1672005
may be appiied 1o growing, harvesting and intial processing in open felds.

* For principles of GMP apply, see expianatory text in “Scope’.

Whare these are viral vectors, e mam controls ars 3s for vinus manuiscturs (row 2}

#1in the EEA, human tissues and cells must comply with Directive 2004/Z3/EC and implementing
Cirectives at these stages

(=) PIC/S GMP [ffHI— Part A 55 7 BhsREA A8~ 4 358 T HERE
B A ER S DR RERE PR E  live cells( £ inactivation



ZH1) KAES BB ANRER RN o BRI B - RRERK
SR EYINEME B FAEER ; Part A & 8 BE5RIA4 QRM [HAI » E4A

51| considerations 8 measures {F Ry FE[EAE XI55 2 B R SIS - B

P RTRE R A AR EE A A 2 - (multi-product facility ) » E£5 :

1. IEERAEMHFIROEP L Z Fra 4R ~ SRS TS R B r R R 3
(B0 - BoRtE ~ AThalt: ~ FFAM: - WRE(CAVEBURHE) -

2. BEENFEGRR/INER - BIFRRZ AR FER (BIO4HREER) - 58
HISRIS ISR T > RSO TIEME SRR AT HEZ R - FERHBRY E R
FEIRL B A IR R R RS AR, -

3. FERGIETEMAYIET (S8 ) EAGHHRY @GR H - R
EEMEE ST AT TR HIHE RS M ST - 448 HVAC %
&t BRRGIAEY ST R RIS T A BN -

4. Tf—ii?%ﬁf’aﬁ)ﬁ'{i%ﬁ*%éﬁiﬁﬁfﬁ?ézfﬁiﬁ DHI  TEAEAER RS PR S
AR Z AEYETER - RS R/ R
& JTJTEJEE"@)EH%% DflEsef (PIA0  JRFo R ) TmiERk
Z Rz

5. FEan ~ wxfh ~ Tl (B140 - RRORCEENESE ) SR, - &
REDABF L S S A 3, ~ LA B [ A P BBV 5 =K (11D - Bk
HARRE EZEMSREERE LR EHF R L EL) EXFEHAR
LE

6. PREFERUIA 2 BHEMET - IEA UM RE KIS TR -

(P4) PIC/S GMP [ffHI— Part A 55 39~4 7 BEE2HH Seed Lot and Cell Bank
System » BIEERRACK[E] 2 EEHE a0 T ¢

1. AE o] BEAN IR A S e e R S

2. FERLFy master seed or cell bank 7 7ij» 5] DL I EF GMP 7 JRHI)» B {TAYES
El#% Seed 24 Cell Z iyl AR AR EAH P BRI L S04 » DLELIEM
bt aE ERRIE 2 Al et B e e M 2 [k} -




3. FEEENT master and working cell banks and master and working seed lots 1% °
FEEEIREEEEERIT 22 » B TSR E BHE L Z - Tt
B RREE Y 22 e 1 B M AR [ 7 SR NN DA S E - BACsRIELL et
S T ERAE -

(7)) BRI SR — (bR EE A [E - DRI RE SHHE R
FEFRIENTR & ITHNERECEERZPRZ BN  EREIE
DR TIREE - DUESRE ST S ERE M B EET 25 -

R HHY
Harvest RAmRERE R
Protein A-based

bR a8 P I A Z PR P9 AR M s R
ok aggregated product BIGHAMERIBE P IIAZIR

chromatography

Ion Exchange

it

Viral Filtration MR

Ion Exchange 454 host cell protein ~

UF/DF Rl N ~ TR ~ buffer 5K ~ S
W8 FERIEY

(7)) &SR BB RTER— R LR ATE » R T —RERItRERs
INEEBEE HAAE R H 2 S 6 > B TR
tesaHEY | THEZER] ERE

— etk Ptk | SN - pH - ZER

L1qu1d Chromatography (Reverse Phase, Size
EHEZ | B Exclusion chromatography, Ion exchange
G GpfealEE | chromatography)

* Electrophoretic techniques (SDS-PAGE, 1EF)
* Binding assays (ELISA, Surface Plasmon

Resonance-SPR, Fluorescence Resonance

A =L A B BIRA
& Rt
= Rk Energy Transfer-FRET)
+ Potency assays
5 - Sterilit
it g
* Endotoxins

(1) QRM AV FEH
Quality Risk Management (QRM ) HJ >S5 /@ ZE olE ~ FEN s dErErn
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B BETCNERERETESE TH - EERAZ AW SR b = S E
Z > IREEERAR AR B RBEERREEH QRM
ZBIF - BIEARAET RS AR SR /RS T AT - PEk=
PHEEMEZ RS AE R be B DA TR 2 6557 5 B BT R a5 S - M4
SR AT DUE R QRM 7 TS0 - B R 212 ~ MBS
FRZEGET ~ MEWE RN - TERMESCRE - IR E R R
BARENE -

(J\) FrsHETsm

srdEETImELOr 4 (BEE > G ERIRERE(L - MERE - YEEE
QC BiE Lf8E » METEE Y SnERMENT ¢

1. FEARBF DTSR AR o8 B S BB EAS: B 5T ] Z A
(1) FEERSPFERECZER
(2) HREFEEAZAELE
(3) &R IPC/CPP FEUE Zi#34H PQR (APR)
(4) ERHLRECH - HEBEURREREER

2. SR E L BRE A ES IR R EK
(1) e EEe = s i e
(2) FEEAtE (BREERE - valves BIHUEEER )
() FEREANT ARG LA HEE A
(4) ABESREEER

3. B4R QC B 5y = e 3 EZEH{E new biopharmaceutical inspectors
2%
(1) QC ABZAF4RHIEERAC %
(2) HRERERZEHE > [ freeze thaw cycle REL ~ SHTEH - Frkide
mni A e T T
(3) Data integrity (raw data)
(4) WREREER LB
(5) Z=HMk
(6) ffe iR ER e T
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human use | BE{I{o] S ¥ Aide Memoire " Inspection of Biotechnology

Manufacturers ; (P1024-2) » DI@#EAEY) 452 GMP FEERRAERIANI—2L -

A S A g AT

(—) BBSEHLA PIC/S GISEUET) » 271908 2017 PIC/S & B RGBT

g o A PIC/S P& » ZR(LEEG GMP B BEEESE
ARGHRENEREEE T PICS XEGZRIENMES  TTHES
B PIC/S 4HAREMEIZ LR E TR - SBAEN PIC/S B S H E T A
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