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HELER T AT E B ENTSS S ) (IPFA Asia Pacific Work shop on
Plasma quality and supply){&H PR 4% 5> Bkt = (International
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IPFA Asia Pacific Work shop on Plasma quality and
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8:00-8:30 #HF(Registration)

8:30-10:15 1. B35 (Dr. Bambang Wibowo, Director General of

Session 1: Health Services, Ministry of Health, Indonesia;

OPENING AND Dr. Paul Strengers, International Plasma

INTRODUCTION Fractionation Association, the Netherlands)

B35 K 4H 2. FIEMLEARFEHE Y (Overview of Blood Services in
Indonesia-Dr. Gita Maya Kumara Sakti, Ministry
of Health, Indonesia)

3. BH A I BRI O (Overview of the status of
plasma fractionation in the region-Dr.
Cheuk-Kwong Lee, Asia Pacific Blood Network,
China)

4.1 &/ B M KoMt K 4H 4% M E BLE (Plasma
fractionation: technical and organizational
points to consider-Prof. Thierry Burnouf,
Taipei Medical University, Taiwan)

10:15-10:45 5K E (Coffee Break)
10:45-12:45 1. ANBEEREEREAFHE R MEH&EH Z BRI
Session 2: (Appropriate Use of IVIG and Albumin-Dr.

5




MEETING PATIENT
NEEDS

Mickey Koh, Singapore / United Kingdom)
2. A7 &G R EFEE T (Clinical management of

TFEIRAFER haemophilia in the region-Prof. Ampaiwan
Chuansumrit, Thailand)
3. BRUFF 3R Z EEPR G E B (Clinical management of
Hepatitis B-Prof. Wan Cheng Chow, Singapore
General Hospital, Singapore)
4. BREEE - VI AR GERIRTRE 2 A GMES | S AT HR
MVEJF (to include availability of guidelines
and adapting resourcesavailable to clinical
needs)
12:15-13:45 & (Lunch)
13:45-15:15 1. 178 Ak 5 7Y <7 A DA R BRBL Y o B e 90 R R B T
Session 3: (Pillars in the organization and infrastructure
STEPS REQUIRED of optimal quality systems inblood transfusion
IN QUALITY services Prof. Dr. Christian Seidl, Red Cross
SYSTEMS IN BLOOD Blood Donor Service Baden-Wurttemberg - Hessen,
ESTABLISHMENTS Germany)
MG RETE R | 2. BB L BRI SERE Fp B 5 3% (Standardization
SNE & SOPs and Education & Training Ms. Lesley Bust,
Western-Province Blood Transfusion Service,
South Africa)
3. MM 2 '8 30{E(Developing a culture of
Quality in Blood Establishment-Dr. Peter
Flanagan, New Zealand Blood Service, New
Zealand)
15:15-15:45 Hg kS
15:45-17:00 L. MR AR o an Or N B ATE B AV A €2 (Role of QA
Session 4: person in Blood Establishments Dr. Shun-Chung
QUALITY Pai, Taipei Blood Centre, Taiwan)
MANAGEMENT IN | 2. ENJE Il /& t%#5 < GMPET & (GMP program on blood
BLOOD BANKING establishments 1in Indonesia-Dr. Togi Junice
ME> EEH Hutadjulu, Indonesian Agency for Drug and Food

Control, Indonesia)
3. EEfRIMAE /7 EEEUT  fE Z80 - B 2 8883 = (Dr .




UbonwonCharoonruangrit, Thailand)

17:00

Fr— RRARSE R

3H3H

8:00-9:45
Session 5:
MANUFACTURERS'
SESSION

1. IR R i 252 i A 05 2 2 #8484 (Transforming Blood
and Plasma Screening Solutions-Ms. Wendy Wan,
Abbott, Singapore)

2. FEHL—(E4ERF IR A 4= A HE (The INTERCEPT Blood
System for Pathogen Inactivation: Attaining a
Sustainable Blood Safety Paradigm-Mr. Pascal
Maillard, Cerus Corporation, Switzerland)

3. KA S on 4K - RIS g CE B AV I FE (Asia
Pacific Economies Drive Quality-Industry’ s
Response-Dr. Jerry Holmberg, Grifols, USA)

4. THEREES > e M4 2 e E 2 a2t
(Understanding and Achieving Increased Virus
and  Product Safety in  PlasmaDerived
Therapeutics-Mr. Louis Wong, Merck, Singapore)

9:45-10:15

riig Rk E (Coffee Break)

10:15-11:30
Session 6:DONOR
RECRUITMENT AND
PLASMA

1. TR A — {5 oy B flo 8 ikt - T 2 48 B o =
(Setting up and running an apheresis
facility-Experience n Hong Kong-Dr.
Cheuk-Kwong Lee, Hong Kong Red Cross Blood

COLLECTION Transfusion Service, China)
BIMBEESEEIN | 2. SR T 22 DA S B SRS A (TR S 1 #5722
RIS %2 FAYES 2 (Tmpact of donor epidemiology and
screening strategies on the safety of blood and
plasma for fractionation-Dr. Yoshihiko Tani,
Japanese Red Cross Society, Japan)
3. g AR B B I A2 o7 Bl Ao $8 1% (Conversion
of whole blood donors to plasma pheresis donors
-Dr. Jonathan Hughes, Blood Source, Inc., USA)
11:30-13:00 & (Lunch)
13:00-14:30 1. TERREA A e 75 KAV » s RS S M2 Bt < i
Session 7: 'E (Assessing IVD quality where regulations are
SCREENING not as prescriptive as needed-Dr. Susie Braniff,

7




PROGRAMMES
SRS

National Reference Laboratory, Australia)

2. AET A7 JE B Y T BN S S5 (How to respond to
emerging TTIs -Mr. Philip Kiely, Australian
Red Cross Blood Service, Australia)

3. HI B BV IR %2 £ 37 0% (Blood safety status in
Indonesia-Dr. Yuyun Soedarmono, Indonesian
Association of Transfusion Medicine, Indonesia)

4. BT - Hh & A IR 444 (Panel discussion on
blood safety status in the Region)

14:30-15:00

riig Rk E (Coffee Break)

15:00-16:45
Session &:
RECOVERED PLASMA
TR = i A

1. HUSEARER] - R 8 5 7 i 7 2R Je i vk
4 (Getting the Basics Right- what are the
pre-requisites for a Blood Servicebefore
considering a plasma-for-fractionation
program ?- Mr. Craig Spalding Australian Red
Cross Blood Service, Australia)

2. MURERIAY M AT U EE R HE (Requi rements of Plasma
collection for PDMPs-Mr. Sebastien Merrien, LFB
Biomedicaments, France)

3. MIKEBHIH 45 H B Y2 ZE (The key elements for
self-sufficiency of Plasma Derived products-Mr.
Masahige  Tsuda, Japan Blood Products
Organization, Japan)

4.2 % 1w 8K fm B A BSR (Policy for
self-sufficiency of plasma-derived products in
Taiwan-Dr. Chin-Chuan Yeh, Taiwan Blood

Services Foundation, Taiwan)

16:45-17:00

FAEE(Closure)
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(—) BIFEM0AE 57 8177 2 (International Plasma Fractionation

Association, IPFA)aiRBIOMETRE - HATECE T HIZKE 11 H
B 2 MR AHA > AZERMREE e e K T I oS B fE A
S E 29 [HEZ%ST  ETgASERELAEIRE - I
REIRIRLE ~ R - FHE(GIP) ~ BEPRIEH -5 (E
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Ig)

e

E

onal plasma
fractionation association

B — ~ AT FABEECERPRIE - Dr. Paul Strengers ZJEHEEERH

() maRIMKAI%S (Asia Pacific Blood Network, APBN) » &—
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{EIEEFIAHS > BT 2006 4 > Ep B HEEMN R RS

Bty A el I Bz S B 1) 17 = I N7

FOFIRE ~ &4 PE T R 2R B 2 MR AR BRAH AR AR KK - 3% 448k B ik

B2 N84 2,65 18 A APBN BRILSE 5 Ry#feiran KHhlE 22 4~

FEIE ~ GO AR R MR BRI BERE 5 AHARE BN SR AR A

TR~ PRI B R~ EUCRUEE RK R

£ APBN & 5 > ATHLIE 2 IR SIS R S N (fE A > S5

8 (e B B USSR A T U 2 A R S 3 i A

2014-2015 A HE 7y e BRI Hy 8 - 15 2011 - 201 2 FE R 16%

R4k 2,290,000 AT Hort 70%Fy i 28 4 I8 i Fr i 8 2> JFORE

309% Fo 15 48 1A% 53 B Al B L P i 8 2 Tkt

APBN 7 RAREEL :

1. S R SRS SR A A A M R FE S HE HE > ReilE sk
BREE HREAOE R RI(IVIG) -

2. i E 8 H A A8 (VNRBD) T B R B HE M s - &
B A K H A E M E R ESATEE K -

3. BEBMEAIFEERME - BT AU R S L5y e
RN > DI A ORI -

il

e AR [ rfm ] PR AR

FtECRIURSNH 2 27 2 Bl in'E - S B DAL A > MR H 46
E e Ry HIAR - BRI B A PR Pl i o 5 [ ZE S ME AR Y > IR AT
AT AT A R 5 [RE SR e S R AT AE A RS LT & Diie ki Tk
ATTHP e s - R AT O 2 B PR IR B & 2 s 8 - G
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Mr. Masahige Tsuda FA&aET s » [MRELIER e A 7575 e 2

ZUTT

1. SRR - AR R -

2. ARSI A/INDL R Pt S AR MR B JHRE

3. & ¢ AT E DU RN iR

4. HAl - R & E R EIDL R PR 2 R B o

AR G s h 2B MR S E K HJE 8 4 30t S 350 B0 i [ FH #E 7T

LT /8

(—) EE B i B B HE T
B TR A AR 2 ek 0 WIET TR ARG o R
FeECRITR B > 224 B - W DABRMmER A - Mo 5 45
R R4S EAE - 2208 e 4 i & R o [ P 48 2 B
172 2007 4 1 A BgAUERMmAEFR: » ZEEBM CSL R8s
- ARV EZBIMIRASTES/[EEETERSE
[0 [ B PR BUR AT 208 R TN -
EEIRMREE 7.50% 0 49 257 & 7,147 AR > &R WHO
Gt e ERRE 2 PR 3.68% > HIINE 2R FEERISTERE
1.77% » Hrp B HBV 45 0. 11% » HZIE HCV 45 0.03% » HIV Al
150.003% 28 > MRS E 7 2012 -4 1S015189 5%

A6 2014 G PIC/S GMP &% - FE 2% H A R AL

RELE R AR MR BRI & > R R HE LS - %
BREEHFIOER R ~ 55/ BN+ RS LB R+ - VUEHZE
R S R AT (G LR 53 51 s e P BRER 1 AR R 5T IIXY 100%
2R R STIL S 10% ~ 55 )\ BRI 7495 4%LL R SR A
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TEYE 13% > AhEt AR RIEERE B AR 2 FR R & i
ERPR AR 2 P2 (ANlE ) - BB R 2 SR 5
R BREE I OE ST > 4 S R BR R O£ 5 AR
B EE - P EE MR FHEUR -

Projection of IVIg Utilization, 2017-2020, Taiwan
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T~ EEGTERE LRI BRI A A A (BRI AR ¢ 55 Dr.
Chin-Chuan Yeh ZJEEEER
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KEMENTERIAN
p keseraran - ENSURING THE AVAILABILITY OF SAFE BLOOD
‘ INDONESIA
» —
-e g i 1‘ : #‘
Blood Centers (BCs) Hospital Blood Banks (HBBs) Hospitals
(221 RCBCs & 193 Hosp (432/2,633)* (2,633)%*
- Donor recruitment
 Blood colletion  peTarstusion Feprto
. Blood testing h ational a inical Use
- Bm processing Blood
- B storage » Haemovigillance System
- Blood distribution
. Hemovigillance system
“Eligible” Patlent's referral
Blood - system
Donor anary Health Centre
(PHCs) (9,754)**
QUICK WIN PROGRAM ON BLOOD SERVICES
Collaboration between PHC, BC & Hospital on Blood
Services through Donor Recruitment & Selection
* MoH Data of Blood Services, 2017 Ministry of Health of Indonesia 3

** MoH on Line Data of Hospitals and PHCs. 2017

B EHEEEFE(ERAE * Dr. Gita Maya Kumara Sakti 28

FRAEWHOSE ST - ENJE RV 7R 5K R S108 4%/ 4 » 4905 AT12%
ENfefyIMR A= HEss iR O - B RIEIMTLE - Bk
g~ AgREETL - WEEZRIEERIMEEYE A - HEeBURF
H A1 5 10 % A %5 4 17 AR 82 2 JE M FsCol laboration Work
between PHC & BTU in Blood Supply No.92/2015 » 522016
FEARF I R AR I GMPREE TE 2V A B X UK > MG AR TR
TRV AR R R - Z B A Dr. Gita Maya
Kumara SaktiZrR @ ENJEMURARG I ESD - W HFRZEBT
B

1. MARERI VAR S % R AR & -

2. ImAESTEEAE B R A g

13



3. ENRMAETEENHIE -

4. MR ERS HBURFZER] -

DIRETLARURAE ~ s MR R B YRl ke 2 ~ DIss A
NEIR - RS M 2 HAE -

= NBUEERE R ERE A HER Z AR

strer Dr. Mickey Koh FRbHET & 7 r4H H Al AJH S ERE A

KR HEAAESRE ~ JLEl R BN AL 5 R B FEER LA |

(—) NBUREERE R EST « AR E AR WG
R 60 £ > FH Al GRS A H RS R RN ~ 7
PR ZE ~ BAYEFE R E L - RS B A 2 e
IiE > AR ORI RSB 7308 > (B JSEAR Alloimmune
Thrombocytopenia ~ Guillain-Barre Syndrome k2 Kawasaki
disease FER » HX K Acquired red cell aplasia »
Autoimmune congenital heart block- ¥R 5 FEEEH -
N o8 % BR 2R B B A (5 o R 1 R R (A0
Guillain-Barre Syndrome) ~ & ¥& ¥ %" ( 40 Primary
immunodeficiencies) ~ MLIREIR (X0 Myeloma) Sz HoAtr (40
Kawasaki disease)ZEPUARMH FEBOMN » Al M H NGBS
HERBHROEIRESBE#RIGHR » B3 Acquired
hypogammaglobul inaemia secondary to haematological

malignancies DAK Primary immunodeficiency diseases

with antibody deficiency ZFRFHEEEIR DK HA 5 fa s s B

14



JEEEZ EYE (A Guillain-Barre Syndrome & Kawasaki
disease---5¢) o [fi¥ e T2 S R EBKE AR Al e
HRAVHYA BIE » EIRE T ME S FE (AIERTR ~ 35058 R S e )
NG S HE (CANEmRAE B ~ 30 126 B2 B iR 5L
K& ER S IRE AR IEZE ) -

() MEHEH @ —Ma g R T E R AN ez {5 e 3 ge » 1
B LR EFRKH BB H MUYE < 385 AVES PR IEE Ry K ERR
g~ A PERERE &~ AFERBA ~ DU E S - A
AT Es B 28 BTS2 KRB EE MAELL K
RIF0G ~ oo TS B I R e -
stre Dr. Mickey Koh f22 AT AR S 3 (meta-analysis)
bZEfEt - MU PR RSO A GE RIS 5 2B E - B A A
G BB RGO AT AR » AERESE TR (EIY) - R 2
PRIMUFE H & 1 #Y5E FH SRES -

NEJM 2014: 3 different trials

severe sepsis. Randomised

Trial Albumin Crystalloids Weight Relative Risk (95% Cl) P Value

no. of patients who died/total no.
SAFE2 185/603 217/615 30.41 om | 0.87 (0.74-1.02)
ALBIOS! 365/888 389/893 54.90 —- 0.94 (0.85-1.05)
EARSS? 96/399 103/393 14.69 ——— 0.92 (0.72-1.17)
Al trials 646/1890  709/1901 100.00 <> 0.92 (0.84-1.00) 0.046
I 1
0.5 1.0 2.0
Albumin Better Crystalloids Better

[& VU ~NEJM 2014 H& 2 E& 53 M (meta-analysis) 9t e (BRI

15



Dr. Mickey Koh ZJ/E=Ek])

Vg~ RS B HYHECR
(—) MR ERR
MR B BA IR
L. JERIRIR - 2B ARG - WEET2PE - FIEES ~ &
EEREH ~ SRMNT ~ SEER R -
2. BUERRIR - G5 E A EUS B (B f) - AR
e s H AL EE AR B - IR BRI 2 2 i TR
3tz A [E MR A am e

=

VACCINE RECOMBINANT ANTIVENOMS HUMAN PLASMA PRODUCTS

_ Y |

Start material Cell cultures Plasma pool | Plasma pool
‘ C‘ln‘omatlography | s —_— e
| Purification step FECoyation - ==
enzymatic treatment = s = =
|C11101118]0g1a1>11¥| V . | Interconnected [ ——
Precipitation __| production lines |__.
I Purification step | ‘ Chromatography | l = = |
1 ) 1 = r
Finishing Finishing Finishing = Finishing
v v N |
Vaccine —_ 1gG/ * + * *
Gl L IgG fragments FVIIT PCC Alb IgG
N Yoy :—‘._z
[ 7~ 1R B Bt i B R AR EE o B R (BRIRE ¢ Prof.

Thierry Burnouf 2 EEERH

— e AT A S R S TR IR B - BT

16
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B ~ PR IR AT A LUK ZBR Sy R RS M HEEH
* GRS BB E HAFACOEST I (e s FoR 28
ARSI R - A8 Z SR < RS B E 7 -

‘ Evolution of plasma fractionation scheme

“ Chromatography

[
Chromatography }—>

Thawing

Cryo-poor plasma

Cryoprecipitate

v
‘ Precipitation/adsorption | m Chroma'iography ‘—"-
! 4

[Chromatography | o [ chromatography —> [

is
4 <
- | Fraction (1+) 1+l |

‘ Chromatography ‘ ‘ Ethanol fr'actionation ‘

+ viral reduction

in this process

treatments integrated ‘ Chromatography ‘ ]

& 7S~ MR B AR S o~ B &l (BRI RJE @ Prof. Thierry Burnouf
ZEEER

(—)

IR 2 b e T B R

FE R MR BB R RF R 1 e AR R IR o B B il T
Ty Ry MRS B - SR —(EPEEL RV E f > H B Rt ORinAE
FoRmE T E B SR EERAT AR E S » WEH
aels RN 2 B SRl B EE D 2 E(ET) -
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Sourcing Choice of technology

Access to Product vield & Pathogen

portfolio quality safety

qualified
plasma

[~ I B B A P B B A I B RS (BRI © Prof. Thierry
Burnouf ZJEzEERH

(=) MURARES RS 2 G BB
MR GNE - HMEFNEA - BRI ~ Einfl
i Rl ~ R B e R E vn BRG] o SR
% Prof. Dr. Christian Seidl Fr @ MUEHIRIG &AL

MR T 5C ;0 4B A " Competence ; ~ ' Complexity | »

Iy

l

"Continuity " Components ; & "Competition e
1. Competence: MM - E& R Z2ERN R MR EERY i
VAP it AR AR E Bl
2. Complexity/EH KI5 HE
(1) BI% : gwiliARe - MOROEHRTES| ~ S35 ~ i
R AR~ BRI AI -
(2) BUM(EC) :
A. EU Blood Directives : 2002/98/EC k&

18



(9

4.

5.

technical annexes °
B. EU Tissue and Cell Directives * 2004/23/EC
and technical annexes °
C. EUPharmaceutical Directives * 2001/83/EC -
D. GMP Guidance °
E. IVD: IVD Directive 98/79/EC »
(3) [EHF% : 1SO 9001-1SO EN 15189 ~ ISO EN 17025 -
Continuity * fEECR @ HEZEHMRE M ~ L8
fILIE ~ IPImAEH - PFERHL -
Components * & (ALIMEK ~ /MK ~ 8% ) LUK S
IR (28T ~ 6% ~ #BiE--F) -
Competition -
(1) &b BRI IR E 24 -
(2) MUREEE IR YR G ©
(3) BCEtHEHTEREH -

Y/

B R TR EL SR AR AE 2R

l.

GMP 37> & IR R Y &0 (8 & & AR MR S g yrE
HUSEE Bl 30 I 07 e BEE A o i [ 0 2 B B
s B HC () ~ BUEBE e imARRUR] - &g
% Prof. Dr. Christian Seidl 714EEEE > GMP #R#q
(ElJ\) > B RIAEBOM 2 e 2 1% 1 57 B8 7 20 (R IR
Directive 2001/83/EC (EU GMP Guide)Z #iEZE A GMP
R - SN ARSI B IR R 7 2 U ~ el ~ B

APl ok 2 8 % 2 24 > BB H 1E

19



Directive 2002/98/EC #EfTHiH: - 1% &M E HHEATE

5]

(1) 2004/23/BEC and technical annexes : AREIFSIHN
HIFEE - a@EEHE - MRHETE - i Kok

(2) 2005/61/EC : A R IEEMHELEHE -

(3) 2005/62/EC : MI/RHERESE 247 -

2016 & 7 HEEEMEAT "Directive 2016/1264/EC | :

fEJ7 Directive 2005/62/EC FES » B GEHIZIRK &

B g B B R PR B B #0Z & (EU Commission) BEX

PR g o E B AR fR @ /5 ( European

Directorate for the Quality of Medicine & Health

T

Care, the Council of Europe, f&f# EDOM) F:[E/{&E
Ay " iinen B~ GEH BLALE (RESHEE (Guide to the
Preparation, Use and QA of Blood Components ) | °
Ry R AR AR o B 2 4 2 AR -

20



Legal Framework — Blood and Pharma legislation
Expected and experienced interactions

.5 ,__.---*"J“""---.ILegaI frameworks
s 2
{'\‘.\spec‘ i RS

Collection Final product

Scope / boundary issues l

Directive 2002/98/EC Directive 2001/83/EC
Directive 2004/23/EC modified with kind permission from DG Santo, European Commission

&/ ~ B8R GMP B ERRFEZE (BRI 2JE  Prof. Dr. Christian Seidl &~
R AR

2. PIC/S GMP

R B g TLFE A 49 4H 4% (The Pharmaceutical
Inspection Convention and Pharmaceutical
Inspection Co-operation Scheme : PIC/S) Fft 78 1h
PIC/S GMP Guide (PE009-12) » H:Affa] " AFHMIKEY
AT Z Seimmy S | (Rt EMURERZ GMP 2K -
R e A 2 IR S P (58 R Y MR B A - VR KRR
o B PR AT E R AR A P T U SR B I - I H A AL
o E RS ERRE TE TR o MRS IR
FEMRIZ AL 252 E Bt A -

e AHE R HoAth ni R EE R e SRR F R Z B B
B2 - SR HEEN MR T & PIC/S GMP AREENT 2

21



1.

HA#E1T PIC/S GMP &H% -
o~ MR BRI

(—) MRERFZ M
TR A 2 i Ze e
(EIRIMmE ~ M EE ~ R SR RS R /K - &
R B 25 T A (] Y B e O I 7 B0 T 7 SR 8 Y 22 2
(&) -

(D

(2)

(3)

BIEREY - FEE MR ~ SRS - iE
RooE 1 A Al AR > BHBEE N A A 1H
&S ATRE Rk, » HASR B IEE ~ West Nile

Virus ~ Malaria ~ v-CJD ~ Chagas 5 -

MRS - FERMRE S A SR ER A E T
;)L'_E: o
MRUEETS - 7R &R [ Y LA B i B et B DA R

A bsER(ALT) » =58 H AR AR R & B &l
FF 3R 75 (HBY) ~ C BURF 375 (HCV) ~ NSRRI Er
ZIREE (HIV) ~ AZERE T MEBkE &= (HTLV-1) K&

parvovirus Bl19 & -

22



(4) MUREIMR L 2 W A RGN > ZHIEHHEEE S
A BB RE -

Measures to Ensure Safety of Blood Supply

Safety Measures Target Pathogens
Reception upon ™ Ip confirmation, Interview,  bacteria, WNV, Malaria,
Blood donation Questionnaires vCID, Chagas, etc
Blood collection Thorough skin disinfection Resident skin bacteria

Diversion of initial blood

Serological testing”/NAT for HBV, HCV, HIV, HTLV-1,
for pathogens , ALT Syphilis,B19/ HBV HCV HIV

Leukocytes reduction bacteria such as
Preparation prior to storage Yersinia enterocolitica

|
‘
|

Inventory holds(fresh frozen
plasma) : 6 months

Collection of information on Information on infections
adverse reactions/infections of blood donor
Retrospective surveys

&L~ MRZE 2 MR (B RJE @ Dr. Yoshihiko Tani 2 VHEEE
)

2. RUSMUREHIATE A Z AR 2 et

IFTHS Z AR R S MR BRI BS - FRAm S E
I RTAET Z A TR SR M ~ SR B e R R st
B S MR & AR SR KR i RUE L B RiE
7o DAMECRITUACSRSR 2 27 2 ([ +) -

RN 2 MRS i MR A Rl ABO k2 Rh R4 Z 5)
BEEMEERE (ALT) - B B RmHEREHUR - C
RIRF s ~ B iESallz (STS) ~ B2 El
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BECHIV-1-HIV-2 )R NI T IMEER s HiA8(HTLY -1 ~
HTLV-2) SEAHRA MR R s -

ERgbRH MR EROR & MR OR ST - FHE
H % B 9 B AT (Nucleic Acid Amplification
Technology, NAT)AMI HIV ~ HBV K HCV HELIFE -
HERR 5 Fyba ki i% - JRTS BLIE A — b B R B [
febifm A o
JFORH A A B A i R B > BRI s 250k /
EBR 7 BRE > R T M I 0 SR B B YR i [
(ATHEEERH (WV) ~ ZZRI% 5 (Zika) ) BB
DAREOREE 24 -

A robust set of safety measures under
Regulatory Authorities supervision

Epidemiological Dono Donatio POO Viral reduction
surveillance ee treatments

[+ ~ e B A A2 2 55 R AR B (B RERR < Prof . Thierry Burnouf
AR
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(=) FHA W o A I e R T 358 S0 TR A o 2 RS S a2 B 5 v 'R
A
IR P S 2 MR S A - 3 AR & A e TR R i S
B el - HESSARRA MR IR APt > 5 mlH2 (s i FH B
P ELE MR EIR] - Gafa# Dr. Susie Braniff For e
T B R o R 1o R S R > (R D AT OR RS
JF el B - R MR RG S asiti R R s A A S A
SAE el BB RS - 125 A Im AR B RE
TS BT o R W B o - 2 e A Rl Y B LR T
BB = A B st o
1. FEEE RS AR
(1) EaembaalElHrESS - EEBE (I aEE -
PREGAE LR TE )
(2) HEAE R RG E AS m] R & NIRRT -
2. PHEEREmEIRERREE
B TR EealE RS - O BERER S E
Az baat A ~ PR DAR T el [ N - FEr AR B
SR ORI MR B2 4 - R RE sl YR B 2 inhs
BB~ feke ~ B EEROT  iRmEE(E ) -
(1) tebab BROVHE Fdlimbn HAY ~ SHEEHVIEE -
BEIR(AWAE ~ FEaEets - 5V FAmAs) ~ s
R IR R A EORS -
(2) tehcd 5 e Hae R A BUR S (P51 ) ~ FF
FIT (R EieAe K BB A REG) ~ (S ~ A [E
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Y subtypes PARAREGEL -

(3) fal R &SR oA MR EE D BRI H PR 5o 2
SOk

(4) HEFRSHTAHERENERHRSEREEAE - G581
RER ~ DUSGERIN SR H ERA A SR
AR S RIFR A TE E A

A BB R B R R AR — -

Performance evaluation process

) Result Approval /
Protocol>$pecimen>TeStlns>a::|t;,siss> RePOV>R2jF:;ction >

@ Develop Performance Evaluations Process SOP

4

Consistent approach

B+ - EERE MRS R (ZORIE < Dr. Susic Braniff
ey
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Fe—  BUERSEALEEEL (B E Dr. Susie Braniff ZJESEESRD

e Aim
Protocol e  Parameters for investigation

® Resources required/available...etc.

e Performance characteristics-Sensitivity, Specificity,
Specimens Precision...etc.

e Sample size

Testig&Results | @  Follow the protocol

analysis e Keep accurate and complete records
e  Scientific format
e Allrelevant findings

Report

e Correct labelling

® Peerreview...etc.

(=) HREESEMRER 2 mAFF R Ak

L B I > WESLAHRE IR R (401 HIV ~ HBV K HCV)

FRfatiig 7 AR AR - BLIFURH AR FF 4w 55 4
EALERER - DAMECREE Sh 2 4 -

l.

Mm#sRTE a7 A2 HE (E )

1960 F 1980 FAGHE MR EEIHYEL S IBAE - 4677 RS

HE LR (SR E R ASFRm ) - 5% Prof. Thierry

Burnouf 748 ABREEHY T UL R B R TR S e

TR

(1) 1960 s : Pasteurisation ;% » HEE(EFTR
o maRREE HBY e - R HEE KR
BREHFEm -

(2) 1980" s * & pH AJAERERE(L/EFR HBV KERK

L EIEEREREE (L parvovius B19){HAEE A
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Z0EL HAV > AR R BR B 1 v
(3) 1983 : Dry-Heat HNEBEIMIN Tzl o » vl 205
{EHIV -
(4) 1987:Solvent-detergent #1TNBP & Triton X-100-
IR HEH ~ RIENREH KM RFZERA MR
B HIV ~ HBV K HOV FERHREZ B/ EE
ke
(5) 1991 : Nanofiltration  AJHIAEEH ~ RIEIKE
H R IR 22 Fr A R SR - =] Y HAV R
parvovius B19 FIFERR T 2 EFR/VEL -
(6) 2000 : Caprylic acid EAJFRHMAE e 7RI A] A0S
{b¥EE > &8EE O EL BB ~ BT ERR Caprylic acid
T RgEEE S R RIS EN -
sfig Prof. Thierry Burnouf 7> HET&E4 Nanofiltration
Ja R 2 JRRHITAE 2 n] e R R o B (S A [ ([ =) -
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Solvent-
Pasteurisation ik Nanofiltration
detergent

HBV: Albumin (then some other products):
Enveloped viruses: IgG
HIV: Coagulation factors
HIV, HCV, HBV: All products
HAV, B19: All products

B+~ MUREFEERHEE T 2E M (ERIAJE © Prof. Thierry
Burnouf ZJEzEERH

Technologies in place can safeguard against recent
“emerging” viruses m

m Safety against emerging viruses should be built in the manufacturing process

Avian Flu E 80-120

SARS E 80-90

Chikungunya E 60-70

D E L. 40-45 —

o L nano-

West Nile E 40-45 filtration

MERS-coronavirus E 80-90

Ebola E 120

Hepatitis E NE 27-34

1= ~ FrEEIYEE T4 Nanofiltration B (ERIZKE © Prof.
Thierry Burnouf ZEZEER})
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2.

IR BIRPS 4 2 B PR R

{f¢f5 EMA/CHMP/BWP/706271/2010(2011) 455 > A% 55
ZE(L/ AR T BRSO ~ TIEVE KA TREEZ S
FErm) ~ ARECE BRI ~ A DURAR pH EREE > DA
ERREEFRKIFERRF - SRS E A &L &
BT

(1)

(2)

(3)

MFHEH - AT HE T IN A UE SR B R R
BfH 0 AR > MERL A X5 0/ A FRTR
HIVIEE -

EREEREE L AN RIEERE A A PRI B
s DA BAEISCE EEIA U IEERER E L
HA BFAvZ et » XM CRIEGHT ELAY IR ERE R
R 2 R B IRE AR B I E BRI
R ERRA » TE BA FTHERR - Rl Bk
EAELEEE R DRAE i HIFERNE
FIEAL/ BERZ 2P EE < G 8 ) UECT BRI B
HEER R A WY BRG] XS0 Ak
ARRE 5 SR A R A bR DR T H A 7= -
AN S BIFER R E A EL EREA REF
R o

BEITR T+ 22 f07s o A A T U 55 S A B/
EERB BRI v AR L bR (HIFEFREA HAV &
parvovirus B19 fEERITLIA T $EHHEHE - S 1AM
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A2 i B 48 HH i 20 82 #8058 (nanofiltration) BA
EIEERRS &/ UMAT -~ JREMRET K
e E TR > 2 0FAEARIEER NS
2R AAEIEE -

(4) SD M : &M MR EIRR S 2T L AR BRI
NEA TS - Hiw EEAZ M - AT
RS o NI RS A BRI e
SATIREE

& Mr. Louis Wong %23 EMA/CHMP/BWP/706271/
2010(2011)#55 [FEER0FR — -

FiEOR AN IMBEEE B L2t 28R RE 91 FE8t
HimAE RS 2 MR BRI E R 5 A 0E (L AP ER
PP 7 8K A2 S B R (2 2 fEba i

2% ~ EMA/CHMP/BWP/706271/2010(2011 ) Mmyw 2 yE s A &b/ =
PR AREEE S (BRI - 55 Mr. Louis Wong ZJEEHEH

Virus inactivation/removal capacity

Points to consider for specific product classes
EMA/CHMP/BWP/706271/2010 (2011) / Section 8.3

Product Class Details

Coagulation Factors Non-enveloped viruses such as hepatitis A and B19V
have been transmitted by this class of products. For
Factor IX products, steps should be included in the
process that are effective for HAV and B19V.

Immunoglobulins Immunoglobulin products have a good safety record
for the known non-enveloped viruses due in part to
the contribution from neutralising antibodies in the
product.

Albumin Albumin manufactured by an established fractionation
process that includes the terminal pasteurisation
specified in the European Pharmacopoeia monograph,
has an excellent virus safety record.

S/D Plasma SD plasma has good safety measures for enveloped
viruses and safety measures are in place for HAV and
B19 (Ph. Eur. monograph Human Plasma (Pooled and
Treated for Virus Inactivation).
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B LeEER
ARRSENTEG > bR T AMRE T KR R R - Bk
SRR o BN IR R A5 AR OMP B TS B I R PR mI RS Lh A R H B A ol
AR MR BURHE S A A e BTS2 E HAN R 2w » FREL 2005 4F
IS S R AR a2 Pt - WIET T URBIEIR G | FREEOR TR B
LB G EA N B R S e SR E B 2 18/ i
B SLEHEBEE IR - 30 AR M A - R B 45 H e it B
B LA R B IR AE GG IS T T B Z BUR s M B e na i 5¢
FEAT > MAEMEBMRISE T & PIC/S GMP K& » S MR B E 2
SR 0 (R T EEEIR ) BB T4 RDUR T AR s AR R G R R A
R TE AL TR R e B BT 4
AR Gm L ERA T
—~ SIBIEVARR &R - DMe IR S F AR - V) EEM
[58] LR B o B AR BE A W S e
R FHE B PRI BRIk A2 MR E
LR HBGE - W EIIRR A 2 2 e -
T RPEET T IR R R A IR fft R AR i PR A
HEIEHIEAHR AR - BRI BRI AT S H B ha i K i B A
> HECRILRCER 22 =M - B BLE YRR - AR Y] T
i IR BRI EEES RO Ra iR dsefl - Stz B R PR o TR e
MR RS AR F A -
= B IPFA FIMATE abin B (e R PRAH AR 2 & B IRFF 2K -
A I B MIRARRE RS 23 2 el > SRR R MHRBE B %K
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