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FERBER RIEHMMHESHAIEE(GMP)
EmREEERE iz E 125t E(REMS/RMP)

FEm/FBE SR ADR)
HEEHEREEAERE (GPVP)

FHREEE

GxP

GLP : Good Laboratory Practice (EEBEEZEE5E)
GTP : Good Tissue Practice{)\ﬂ%ﬂﬂ?ﬁ%igﬁi&;fﬁiﬁiﬁ]
GCP : Good Clinical Practice (BREF=HEE) —
IRB : Institutional Review Board (A= BZERE) RiFE(GDP)
GMP : Good Manufacturing Practice (8 = & 5%) I BER (GPP)

ADR : Adverse Drug/Device Reactions (BB R &)

GPvP : Good Pharmacovigilance Practices (B2 @ Z 25

GDP : Good Distribution Practice (B 2 & B E#5#) )
GPP : Good Pharmacy Practice (B E BB/ 55 5)

REMS/RMP: Risk evaluation and mitigation strategy/risk management plan(EE EEE) C/ DA
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(Regulatory Agencies )
> BmEYERE
Taiwan Food & Drug administration (TFDA)

(1) BB A58 2 A F5HRE (authority)
() BETHBEERARAL

> MEEABERERP O
Center for Drug Evaluation (CDE)
(1) FEENFEBE A
(2) EZTFDA/FEAREIERT - BERINERNESE
(3) TR fATFDA/E R EIEEE=E
(4) 82 (consultation)
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(ICH)
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') ICH

harmenisation for better health

B S EniEERY
i (ric/s)

@ﬁgkcusn

DARESESE
(APEC)

Asia-Pacific
Economic Cooperation

Established in 1990
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Established in 1990
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Established in 1989
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GMP (Good Manufacturing Practice)

2R EEHAE (GOODMANUFACTURING PRACTICEFOR
MEDICINALPRODUCTS)

1.8 4R E%Re (GMP) GmLE 2 aey— | 1.8  Good Manufacturing Practice is that
Hy o Akt gm—2iht FRFE part of Quality Management which
# o REBBASL AL R R 4o EF ensures that products are consistently
Pl ERARGRER T S A AR AT R K produced and controlled to the quality
ZHHARR AR RS ARRANE AR standards appropriate to their mtended
s T EIRH AR LEAARKA use and as required by the Marketing
Authorisation. Clmical Tiial
Authorisation or product specification.
Good Mamufacturing Practice is
concerned with both production and
quality control The basic requirements
of GMP are that:




# —3k (Partl)
B 4%
YRERTA#H# (PHARMACEUTICAL QUALITY SYSTEM)

fa i A¥ (PERSONNEL)

R B ik ( PREMISES AND EQUIPMENT)

x4 (DOCUMENTATION)

4 # (PRODUCTION)

&K F4 (QUALITY CONTROL)

£ E% (OUTSOURCED ACTIVITIES)

¥ ¥ & 2 =ik (COMPLAINTS AND PRODUCT RECALL)

B ##4 (SELF INSPECTION)




PIC/S GMP

PIC/S /B[R E & LA E B 74Y4H4% ( Pharmaceutical

Inspection Convention and Pharmaceutical Inspection Co-

operation Scheme ) HYFEfH » BSEE H EEEME RH
ERial (GMP) BB SEmAE B AH BIOHY B PR AH 45
PIC/S GMP HIE2—ERF&PIC/S FEAEAIGMP BUBEHHF] -
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Pharmaceutical Quality System

Qualty Management is a wide-ranging
concept, which covers all matters, which

4G 4 4 mdividually or collectively mfluence the
AR A T H quality of a product. It is the sum total
Bt R ESRENADTES of the organised arrangements made

with the objective of enswmg that
medicinal products are of the quality
requued for ther mtended use. Quality
Managenent therefore mcorporates
Good Manufacturing Practice.
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QA (Quality Assurance)
Quality Systemtpﬁlﬂﬁéku

#—3 (Partl)
B &

Y REK A% (PHARMACEUTICAL QUALITY SYSTEM)
A s AFE (PERSONNEL)
BB e i (PREMISES AND EQUIPMENT)
X# (DOCUMENTATION)
% & (PRODUCTION)
K %% (QUALITY CONTROL)
% 4+ 7%% (OUTSOURCED ACTIVITIES)

# R E & Ei (COMPLAINTS AND PRODUCT RECALL)

& % ## (SELF INSPECTION)
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QC ( Quality Control)

Quality System HHYBK S (Z—‘)

A EMNESOE BT EENE = : The principal duties of the head of
FoHEnt  REEFHIHMNE L& Quality Control are summarised in
R o Al o B0ST - B AT R Chapter 2. The Quality Control
MEEFESF  ERARMMHEEZ Bz H Department as a whole will also have
BE /Ry GHE LR (Gdmey) =& other duties. such as to estabhsh.

R Bkt & LR B 0L AR 0 BEAR validate and mplement all quality
Ao e R o S 8fed LA H control procedures, oversee the control
GEAERIVERE R T4 d V.4 2 of the reference and/or retention
mAEFRAT BBy Ktk samples of materials and products when
apphcable, ensure the correct labelling

of contamers of materials and products,
enswre the monttormg of the stability of
the products, participate m the
mvestigation of complamnts related to
the quality of the product, etec. All these
operations should be camed out m

accordance with written procedures and.

where necessary. recorded.




QC Lab VS. E1iiLab

FIE /B8 RF ~ pipet » S

SHA: reagents R AR T
N EFlER: 5l SRac sk
RIHE o
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QC Lab VS. E1iiLab

Fantng 3Q:1Q ~ 0Q ~ PQ

Y (Validation): ffERD 225 H AY{E
ﬁﬁ%ﬂ(\feriﬁca‘don): Eﬁ%ﬂflﬂj/ﬁ\)@i’%/ AR
é*%(Qualiﬁcation): e e
git . rOEE 22 HL ~ USP ~ EP ~ P

RSB A
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https://www. biotech—-edu. com/
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e BioGroup 2 #~## 4 1 2T ¢
https://twbiogroup. org/activity_workshop. aspx
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B Rl e R ER G R Em ERER

HE (8)

Chondrocelect(2009)

B# (4)

JACE (2007)

ﬁﬁ (14)

Chondron (2001)

J‘Jﬂﬁ;‘c (1)

Prochymal, MSC(2012)

MACI (2012)
Glybera (2013)

Provenge, DC (2013)

Holoclar (2015)
Imlygic (2015)
Strimvelis (2016)
Zalmoxis(2016)

Holoderm (2002)
Kaloderm
(2005,2010)
Keraheal (2006)
CreaVax-RCC
(2007)
Immuncell-LC
(2007)

RMS Dssron
(2009)
QueenCell (2010)
CureSkin (2010)
Hearticellfram-
AMI (2011)
Cartistem, M5C
(2012)

Cupistem (2012)
Meuronata-R
(2014)
Keraheal-allo
(2015)

JACC (2012)
TEMCELL (2015)
HeartSheet (2015)

FRPaRd (1)

Prochymal, MSC

L]

%E (13)

Carticel (1997)
Provenge, DC (2010)
Laviv, fibrocell (2011)
Hemacord (2011)
Gintuit (2012)

HPC, Cord Blood (2012)
HPC, Cord Blood (2013)

Ducord (2012)
Allocord (2013)

Imlygic (2015)
Clevecord (2016)

HPC, Cord Blood (2016)
Kymriah{CAR-T)(2017)
LUXTURNA(2017)
YESCARTA(CAR-T)(2017)

In black: autologous
In green: allogeneic
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