TRR 30 A REJE A T T BCHE M R A S 3 A B
EIG - EREESREL X 2T ) —F A = RBORITE S
IR H2 8 —[EF—FfFE—00 3

1455 A D22 ERIENR: « ROE e iRH o & 0 J7

(B89 A FoE

PRk 2 8 ~3 O HMAEMIEHE &

e ) S S

R ERER R R BORFH 5 8)

VRk31 (2019) 43 H



1)

)

®3)

(4)

(®)

C-BCP

BCP



6

()

(8)

€

(10)

1D

APEC



(12) APEC

(13)

14)



28 30

AABB




28
27
APEC

APEC
APEC 2020 Goal

“ NPO

APEC
APEC
100 L
72 L 28

L 100 L




28

GMP

20

120

29

30




All Japan

recovery plasma

ABO RhD
(NAT)
BCP
BCP
Comprehensive Business Continuity Plan “ C-BCP”




GMP
APEC
APEC IPFA
WHO
APEC

Biotechnologies = LFB)

”

EU

80%

PC+PPP PPP
GMP
Yuyun
GMP
APEC
APEC

(Laboratorie francais du Fractionnement et des

EMA




(VNRD)




APEC
2001 9.11 AABB American Association of
Blood Banks “DISASTER OPERATIONS HANDBOOK
APEC
APEC
“Life Sciences Innovation Forum — Blood Safety Network
LSIF 7
APEC



2007 19 2016 28

2007 19 2017 29
L 2009 21
2018 30
3
Web BioPlasma Asia 2017 4th APEC Blood Safety Policy
Forum
JB BCP
(NBSCP National Blood Supply Contingency Plan)
C-BCP
730 30 11
Web
APEC IPFA



AABB

AABB

2003 2

(Topoff) federal exercises(

AABB

2003

(

AABB

2001 9.11

2001 12 AABB

2003 8
Top Officials

(Appendix)



16.6%
29.3% 54.1%

10



C1-
IVIG

F F NWF
SCIG

IVIG

IMIG HBs

20

11

FX



2013 WHO

APEC
500mL 250mL
WHO 2017
1,000 32.1
7.8 4.6
APEC
APEC CTI 21
CTI
LSIF
LSIF
LSIF
LSIF
(1)
)
(3) APEC

(4)

12

14.9

“train-the-



trainer model”

2013
(LSIF) APEC
1
7 2
7 3
“GMP 7 4
14 «
Systems ”
2016
2016 12

11 12

GMP 1

2016 11 2017 11

Development Goals MDGs)

2013 WHO
64% 41%
APEC
(1)APEC 2020
>
>
>
Management PBM
(2)APEC
>
>
> (#4,5, 6)

Medan

2014 10 «
2015 10 «
2016 12 5 6
2017 12 13
Towards High-Performing Blood
1

2017 12

5 CTRS

(Millennium
(Sustainable Development Goals)

68 179 122
58% 181 105
79%
NPO

Patient Blood

(#4)

13



> 2010  WHA®63.12

1
#4
#5
#6 HIV/AIDS

WHA 63.12
WHO WHA

@)
(Quality Management)

14



(4)

2007

(Quality risk management)

Good practice

APEC

GMP

2016

LSIF

VNRBD NAT

200mL “ 7
400mL “
“ 7 200mL
200mL 400mL

15



2007 2016

2017

13,807
98,15 3,066

63,77

118

200mL

2,863

9,058L

16

2016
121 7,408L

1L

400mL

23

2007 19
L
1L
143
13,078
40



26 1¢
16,036

1000 10mi 26 65,289

Shire CSL Behring Grifols
LFB Kedrion Sanquin

Green Cross SK Chemicals Shanghai RAAS

(1)

10,750

Green Cross

2015
VI

(2)
LFB
Green Cross

®3)
LFB

(4)

17

Prime

LFB



)
2015 Kedrion
2016

(1)

)

50 60%

M&A
®3)

GDP
GDP

18

GMP
20 30

1990



(4)

L recovered plasma

800
EU EU
Sklifosovsky Research Institute for Emergency Medicine
(11 )
2
25,000
18,000 L
450mL
CPD SAGM
50mL
ABO RhD Rh (EeCc) K

Central Diagnostics Lab.

NAT

19

63mL

NAT



70%

15
80-90

Sklifosovsky Research Institute for Emergency Medicine
3 12,000 L
64 46
1 2 5

Pirogovskogo Center

CSL
PK7300 ALT HBV, HCV, HIV
NAT(8 )
csL
NAT
10% (IVIG)
100% IVIG

20



CSL

HIV
C-BCP
BCP
BCP
BCP
C-BCP

6 C-BCP

(1)

(2) BCP

(3) BCP

(4)
(®)
(6)

Vil

IVIG

Pandemic

BCP

21

Vi
\h

FFP

BCP



2001

3,800
2 3,000
7,700 1 5,000
A 5,300
66 16 18
2000
2001
APEC
APEC

GMP

22

2

APEC

APEC

3,000



2014 Mother and Child Hospital
4
(IVIG) Children Hospital 1
5 15

“QUICK WIN PROGRAM”

2015

2015 GMP

373
356 95.7%

36.5%

62.6% 70.5%

39 11.1%

5 1.4%

700 4,000 L

150USD L
11

23



L FFP 74

(PC+PPP)
10

(TACSI)

( NAT

24

49

20



AABB
COOP  Continuity of Operations Plan

AABB

AABB

BCP
BCP
AABB

25

COOP



IO AZICRT AMEFIE AT T A HTZn . T —XKEHWTU A7 2 K~EIC

F F

25 F
100%

15%

( )

13 F
NEJM(May 25,2016)
IVIG
Nature Medicine 18, p1570-1574,2012 H12-(ADP)-
liposome

26



27



Dialogue

APEC

APEC

APEC 2020

400mL

2014 9 30
APEC

Goal

APEC

200mL

APEC APEC Policy
10 1

NPO

400mL

recovery plasma

28

400mL



155 63,77 2,863 121 7,408

1L 13,807 2017
143 98,15 3,066 118 9,058L 1L
13,078
2016 28 13,680 95 L
120 L L
F F NWF
FX C SCIG
C1-
29 3
TCELS
Thailand Center of Excellence for Life Sciences CEO Nares Damrongchai
17.5

29



Nature Medicine 18, p1570-1574,2012
H12-(ADP)-liposome

(1)

)

L recovered plasma

GMP

30



®3)

PKO

100
100%

GMP

All Japan

31



1990

7.8%
)
2012
2%
40 60
Rh K
Rh
E Rh
RhD (0.3%) 1/3
DEL RhD
RhD
ABO RhD
ABO
RhD
Dia Dia
Mia
Mia
Mia
NAT
NAT

32



GDP per capita 5,000 USD

HIV
HIV HIV
(FFP)
A
HAV HBV HEV
1gG
ABO
A B
NAT A B

C-BCP

33

600



BCP

SOP 20

Business Continuity Plan BCP

Supply Contingency Plan

BCP

C-BCP

34

National Blood



150,521L 2013 250ml

10.5 2013 1,500~3,000L
GMP-WHO
A
2001 3
2001
2018 12
A A
2001

35



APEC

BCP

BCP

BCP C-BCP

28

36

AABB

GMP



going concern

APEC

28 L

APEC

100
20

37

72

120



NAT NAT

5 APEC Blood Safety Policy Forum “ ”

FFP
GMP

38



(1)
[

PC+PPP PPP

]

Chiharu Kano, Minoko Takanashi, Asami Suzuki, Kazuo Kawahara, Koichi
Chiba, Hideo Nakanishi, Junki Takamatsu, Akiko Kitai, Koki Takahashi.
Estimate of future blood demand in Japan and the number of blood donations
required. ISBT Science Series  vol.0 p.1-7, 2018

Woonkwan Hyun, Kazuo Kawahara, Miyuki Yokota, Sotaro Miyoshi, Kazunori
Nakajima, Koji Matsuzaki, Makiko Sugawa The Possibility of Increasing the
Current Maximum Volume of Platelet Apheresis Donation. Journal of Medical and
Dental Sciences vol.65 p.89-98, 2018

; , 180-190, 2017
. (Society 5.0) ,
2017-2018 : , 34-39, 2017
Iwata K, Fukuchi T, Hirai M, Yoshimura K, Kanatani Y. Prevalence of inappropriate
antibiotic prescriptions after the great east Japan earthquake, 2011. Medicine,
2017,96
Ochi S, Kato S, Kobayashi KI, Kanatani Y. The Great East Japan Earthquake:

Analyses of Disaster Impacts on Health Care Clinics. Disaster Medicine and Public

39



10.

Health Preparedness, 2017,29:1-5

Chang S, Ichikawa M, Deguchi H, Kanatani Y. Optimizing the Arrangement of Post-
Disaster Rescue Activities: An Agent-Based Simulation Approach. JACIII
2017,21:1202-1210

Chang S, Ichikawa M, Deguchi H, Kanatani Y. A General Framework of Resource
Allocation Optimization and Dynamic Scheduling. JCMSI 2017,10:77-84

Daisuke lkeda, Makiko Sugawa and Kazuo Kawahara. Study on Evaluation of

alanine Aminotransferase(ALT) as Surrogate Marker in Hepatitis Virus Test.
Journal of Medical and Dental Sciences. Vol.63, p.45-52, 2016.

32
2018 12
42 2018 10
42 2018 10
77
2018 10
Mini-Pool Fractionation
77 2018 10
66
2018 5
41 2017 10 31 11
2
76
2017 10 31 11 2

Kanatani Y. Perspectives in satellite and simulation technologies for disaster
response. World Bosai Forum IDRC 2017 in Sendai, Miyagi, 2017

Kanatani Y. Medical responses to CBRNe accidents. Non-Conventional
Threat(NCT) Asia 2017 and the 8th SISPAT(Singapore International Symposium
for Protection Against Toxic Substances) conference and exhibition, Singapore, 2017

40



11.

2016

10

41

40



28 30

AABB

2001

9.11
AABB

American




Association of Blood Banks
“  DISASTER 25
OPERATIONS HANDBOOK

”

25 2

16

35 145



AABB

AABB
2001 9.11
2001 12 AABB
AABB
- AABB

Advanced Medical Technology

Association (AdvaMed)
- America’s Blood Centers (ABC)
- American Association of Tissue Banks
(AATB)
- American Hospital Association (AHA)
- American Red Cross (ARC)
- Blood Centers of America (BCA)
- College of American Pathologists (CAP)

National Marrow Donor Program
(NMDP)



Protein
Association (PPTA)

Plasma Therapeutics

- Armed Services Blood Program (ASBP)
Centers for Disease Control and
Prevention (CDC)
Department of Health and Human
Services (HHS)
- Food and Drug Administration (FDA)

Health Resources and Services
Administration (HRSA)

2003 2

2003 8

Top Officials (Topoff) federal

exercises( )

AABB 2003

(Appendix)

- Jamie Blietz, MBA, CAE

- Bill FitzGerald, LTC, USA (Ret)

- Glenn Ramsey, MD

- Ruth Sylvester, LTC, USAF (Ret), MS,
MT (ASCP) SBB

- Wendy Trivisonno



25

AABB
COOP
Operations Plan

AABB

COOP

Continuity

of



BC)

AABB

AABB

BCP

BCP

AABB

(Affected



27



(2)

AABB

)

A A A A A A



Y VY

YV V V V V

€y
[
1.

NPO

]

o Hyun Woonkwan, Kawahara
Kazuo, Yokota Miyuki, Miyoshi
Sotaro, Nakajima Kazunori,
Matsuzaki Koji Sugaw Makiko

A Study on the Maximum Blood
Donation  Volume in Platelet
Apheresis Donation. Journal of
Medical and Dental
Sciences.(Submitted)

o Daisuke lkeda, Makiko Sugawa

and Kazuo Kawahara. Study on

Evaluation of alanine
Aminotransferase(ALT) as Surrogate
Marker in Hepatitis Virus Test.
Journal of Medical and Dental
Sciences. Vol.63, p.45-52, 2016.

2016

40
10






28 30

APEC
APEC
2017 12 APEC APEC
APEC 2020 Goal
“ NPO m
APEC
APEC

International Plasma and Fractionation
Association

Bioplasma-Asia

IPFA The




APEC
APEC
APEC
B.
APEC
APEC “ Life Sciences
Innovation Forum — Blood Safety
Network
LSIF
APEC

2015

APEC [ ]

“ 2020

APEC

APEC

APEC

2013 WHO

APEC

500mL 250mL



WHO
1,000
32.1
14.9
4.6

APEC

21

LSIF
LSIF

LSIF

LSIF
)

(2)

2017 (3) APEC

7.8
(4)

“ train-the-trainer model”

CTI
CTI 2013 Medan
(LSIF) APEC
1
2014 10 “
” 2
2015 10 *
3 2016
12 5 6 “ GMP
” 4
2017 12 13 14 “
Towards
High-Performing Blood Systems ”
1
2016 6 2
2016 12
2017 12 11 12
GMP 1
5 CTRS
2016 11 2017 11
(Millennium

Development Goals MDGs)



(Sustainable Development >

Goals)
> (#4, 5, 6)
(#4)
» 2010 WHA63.12
2013 WHO 1
68 179 122 #4
#5
58% 181 105 #6 HIV/AIDS
79% 64% 2
41% WHA 63.12
APEC WHO WHA
(LAPEC 2020
>
NPO
>
>

Patient Blood
Management PBM

(2)APEC



VNRBD NAT

(3)
(Quality Management)
a. GMP
D.
APEC
APEC Policy Dialogue
2014 9 30 10 1
b.
(Quality risk management) APEC
APEC
(4) Good practice APEC
APEC 2020 Goal
APEC LSIF NPO "

APEC



APEC

APEC

(1)

[ ]

Hyun Woonkwan, Kawahara Kazuo,
Yokota Miyuki, Miyoshi Sotaro,
Nakajima Kazunori, Matsuzaki Kaoji
Sugaw Makiko The Feasibility of
Increasing the Current Maximum
Volume of Platelet Apheresis
Donation Journal of Medical and

Dental Sciences

[
1.
31
2.
1.
2.
3.

11

11

2018

76

7

41

2017

2017

10

10

31






28 30

3
100
72 28
100 L
20 120

120




28

2007

2007

2007

2016

19

2009

28

19

2017

21 2018

COol

C.
2007 2016
9
2016
9 200mL
400mL “ "
" 200mL
29
200mL 400mL
30
2016 “ " n



2007 2016

200mL 400mL
L
2007
19 2017 29
L
2014
50%
3
200mL 400mL
0.116L  0.236L 200mL
400mL (L) 0.2L =200mL
0.116
200mL
400mL
L 2016
2016

155 63,77 2,863 121 7,408

L 1L 13,807
2017
143 98,15
3,066 118  9,058L
1L 13,078
)

2018

2009

(2)

97%

3)

2009 2011

4)

2013

2013



2011
2010
2016
2
D.
200mL 400mL
9
200mL
400mL

recovery plasma

2010

2015

400mL

400mL
2016
155
2,863
7,408 L 1L
13,807

143 98,15 3,066

9,058L 1L
13,078
2016 28
13,680
120 L
L

LI T3

63,77
121

2017

118



120 L

1)

100 L [ ]
Hyun Woonkwan, Kawahara Kazuo,
Yokota Miyuki, Miyoshi Sotaro,

2018 1 Nakajima Kazunori, Matsuzaki

31 Koji  Sugaw Makiko The
72 L Feasibility of Increasing the
28 L 100 L Current Maximum Volume of

Platelet Apheresis Donation
Journal of Medical and Dental
20 Sciences 2018 7
120 L



10

10

31

31

11

11

76

41

2017

2017






28 30

4
BCP
C-BCP
BCP
BCP IVIG
BCP
BCP
BCP C-BCP

BCP

Continuity Plan
C-BCP

Comprehensive Business




PMDA

BCP

1)
C-BCP

®3)

)
C-BCP



4)

TTI

JB BCP

(NBSCP National Blood Supply
Contingency Plan)

vCJD



COl

JB BCP

BCP

C-BCP

BCP

BCP

BCP

BCP

C-BCP

Pandemic

BCP
C-BCP



BCP

BCP

BCP

BCP

BCP

BCP

BCP



24

d o

3]

o




BCP

BCP
BCP

BCP



BCP

BCP

BCP
BCP

BCP Pandemic

BCP

(NBSCP National
Contingency Plan)

NBSCP

JB

BCP

Blood Supply

NBA



AHMC

BCP
BCP
4
(
) ( :Rh-O
)
CBsS
/RHA
/RHA
CBS
/RHA
CBS
/RHA/MOH
/RHA
/RHA
4 CBS
NBA
JBC
DoHA TGA
CTEPC
AHPC
CBsS

AHMAC /RHA/MOH



/RHA

PDCA
CBS
BCP
( )
IRHA
BCP C-BCP
E.
BCP
C-BCP
BCP
BCP
2
BCP
BCP

10



BCP C-BCP

F.

G.

@

[ 1

1. Chiharu Kano, Minoko Takanashi,
Asami Suzuki, Kazuo Kawahara,
Koichi Chiba, Hideo Nakanishi,
Junki Takamatsu, Akiko Kitai, Koki
Takahashi. Estimate of future blood
demand in Japan and the number of
blood donations required. ISBT Science
Series  vol.0 p.1-7, 2018

2. Woonkwan Hyun, Kazuo Kawahara,
Miyuki  Yokota, Sotaro Miyoshi,
Kazunori Nakajima, Koji Matsuzaki,
Makiko Sugawa The Possibility of
Increasing the Current Maximum
Volume of Platelet Apheresis Donation.
Journal of Medical and Dental Sciences

vol.65 p.89-98, 2018
[ ]
1.
32
2018 12
2.
42

2018 10

3.

42

2018 10
4,
77
2018 10
5.
Mini-Pool
Fractionation 77
2018 10
6.
66 2018
5
H.
1.
2.
3.

11



12



28 30

30

28

28

10



Cl1l

C.2




C.3

16.6%
29.3% 54.1%
C.2
F F WWF FX
C
SCIG
C1-
IVIG
IVIG
IMIG HBs D
C4

40

C5
C.6
23
26
L 10,750

16,036



1000 10ml 26

65,289 9
TCELS Thailand Center of Excellence for
Life Sciences CEO Nares Damrongchai
17.5
F F /VWF FX
C Nature
SCIG Medicine 18, p1570-1574,2012
C1- H12-(ADP)-liposome

29 3



150,521L 2013 250ml
10.5 2013
HIV HBV HCV

2015 1 NAT
2499 109,600
1,500~3,000L
GMP-WHO

. Eto A, Kanatani Y. Countering

Bioterrorism: Current Status and
Challenges - A Focus on Pharmaceutical
Products and Vaccines -. ADC Letter.
2018. 5(2): pp50-52.

.2018.10(10):

pp416-419.

:2018.72(11): pp450-453.

, 180-190, 2017

(Society 5.0) ,
2017-2018 , ,
34-39, 2017

. lwata K, Fukuchi T, Hirai M, Yoshimura

K, Kanatani Y. Prevalence of

inappropriate antibiotic prescriptions
after the great east Japan earthquake,
2011. Medicine, 2017,96

. Ochi S, Kato S, Kobayashi Kl, Kanatani

Y. The Great East Japan Earthquake:
Analyses of Disaster Impacts on Health
Care Clinics. Disaster Medicine and
Public Health Preparedness, 2017,29:1-5

. Chang S, Ichikawa M, Deguchi H,

Kanatani Y. Optimizing the

Arrangement of Post-Disaster Rescue

Activities: An Agent-Based Simulation



Approach. JACIII 2017,21:1202-1210

. Chang S, Ichikawa M, Deguchi H,
Kanatani Y. A General Framework of
Resource Allocation Optimization and
Dynamic Scheduling. JCMSI 2017,10:77-
84

. Kanatani Y. Work Shop "Medical
Preparedness for CBRNe Events". NCT
ASIA PACIFIC JAPAN 2018; 2018 May;
Tokyo.

. Kanatani Y. Perspectives in satellite and
simulation technologies for disaster
response. World Bosai Forum IDRC 2017
in Sendai, Miyagi, 2017

. Kanatani Y. Medical responses to
CBRNe accidents. Non-Conventional
Threat(NCT) Asia 2017 and the 8th
SISPAT(Singapore International
Symposium for Protection Against Toxic
Substances) conference and exhibition,

Singapore, 2017

23
.2016 11






28 30




2.1

12 26

20

JB

200



2.2 362 4 6

@ LI

ERM enterprise risk management

ERM

ERM

CSR  corporate social
responsibility

200



CSR ERM [

“ gurbernare” “

1) ERM
[ 4] CG
2) CSR
2014 2
CSR
3) 1) 2 CSR
CSR
ERM
CSR
[
2
CG
23.2
2
2.3 CG 5
231
CG
CG 2015

6 CG



ESG Environment; Society;

Governance;
[ 3]
CG
ESG
CSR
[ 4]
CG
CSR
MSD 1925 1950
George W Merck

“ We try to remember that medicine is for the
patient. We try to never forget that medicine is
for the people. It is not for the profits. The
profits follow, and if we have remembered that,
they have never failed to appear. The better we
have remembered it, the larger they have been.”

[ 6

3
3.1
4
1)
3 (1)
2

(3)
(4)



2)

25

25

3)

4)

8]

55

9

pH



3.2

1)
2)
3)
4)
5)
6)

7)
8)
9
10)

1996

3.3

HIV

31

HIV

1989

HIV



4.1.2
2015 5
1)
2)
2009
1) 3
[ 10
1)
4.1 (1)
411 )
[ 10]
()
PMDA 2015 5 28 29 2
(N
2
6 5
12 ©)
26 (4)
©)
(6)
31
1974
1980 1990
1995

1998



3.2

22
413

[ 10]
1)
2)
3) PQS

pharmaceutical quality System
4.2

4)

QA quality assurance 421
5)

PQS

PCA
5%

4.1.3

QA

5% 25%

2008 8
5%

2005 10 2007 3

1]



2006 10 2008 10
5%

2002 7 2008 10
2004 6 2008 3
25%
2009 3 [
5%
4.2.3
25%
7 [
4.2.2
1)
2003 1
2)
3)
4)
5)
1) 3 6)
1999
2008 7)
130
2)
1) 6 7)
4.3
3)

1]

1j



[ 10
[ 17
1j

20

[ 10

C31

13]



C31

113



going concern

4 2016

2007

20105 6 1

2016

26
2014 2 26
https://www.merck.com/about/our-
people/gw-merck-doc.pdf
Cohn EJ, Strong LE, et al. Preparation and
properties of serum and plasma proteins, a
system for the separation into fractions of the
protein and lipoprotein components of
biological tissues and fluids. JAm Chem Soc.
1946 Mar;68:459-75.

©)

27

H27- - -028

27

2016 p.131-138



10.

11

12.

13.

0626 1 28 2015
30

2015 11
25

2010

2008 p.4-7

2011 p.163






28 30

All Japan

30

GMP




Green Cross
B 2015
Web
BioPlasma Asia 2017 4th APEC Blood Vil
Safety Policy Forum

C LFB

Green Cross

Shire CSL Behring Grifols

LFB Kedrion

Sanquin

LFB

LFB
2.
Green

Cross SK Chemicals Shanghai Prime
RAAS

2015

Kedrion
2016

3.



50 60%

1990 M&A

GMP

20 30

GDP
GDP



plasma

recovered

plasma

GMP

PKO

100

100%

recovered



GMP

All
Japan






30

8
2001
A
2001
A
A
1.
2001
A
A
3,800
2 3,000
Web

7,700 1 5,000



2 3,000

2001
A
A 2018 12
5,300
A A
66 16 18
A 2000
2001
A
A
A
2001
2001
a
A
A
A
2001

2001









30

APEC

(APEC)

80%

GMP

NAT

5 (APEC)
Blood Safety Policy Forum 2018 12

Safety Initiative White Paper (APEC

(

APEC

(

APEC Blood

)

)



2018 12 10 11

5 APEC Blood Safety Policy Forum

(Lao Red Cross National

Blood Transfusion Centre: NBTC)

Dr. Chanthala Souksakhone

M2017-195
C-G2017-056

237 Km2(

)

690

88 6 (2017

) b
2017  GDP( ) 140 7,490 Kip(
169 USD) GDP 2,472
GDP 6.89

0.83

2.1 (2016

(NBTC)
NBTC
1 17
2018 46,102
2,968 49,070
350mL
2024
1%
0.75%
2.5% WHO
2%
NBTC
20,609 43%
(WB)
31% 58% (RC)
90%
2014
NBTC 2017
200 2018
1019



(rapid test)

GDP 2000

70,000Kip

( 3500 )

10 1

ABO(
(37
(RPR)  HCV
HBs
HBs

2016

2018

100
2018

NBTC

Anti-

rapidtest 473 ELISA

618
NAT TTI
1
1
3 (anti-HIV,
HBsAg, anti-HCV)
NBTC 853
2
2
5
2014 Mother and Child
Hospital
4
2)
(1IVI1G) Children
Hospital 1
5 15
350
usD 150 USD
IVIG
IVIG



17
Mahosot Hospital
15
Mahosot Hospital
2018 (FFP)

2 Children
Hospital 2
VIl

5 APEC Blood Safety Policy Forum
APEC Initiative White
Paper(APEC ) 1
(Centres of Excellence: CoE)

NAT

CoE

GMP

GMP

6%

NBTC
NBTC
700
2% 14
APEC
25
APEC
NAT
NAT

NAT
NBTC



NAT
HIV
HIV
HIV
HIV
HIV
NBTC HIV
NAT
GDP per capita
5,000 USD NAT
NAT
80%
2017 GDP per capita 2,342
usD 2,457 USD
NAT(HIV, HBV,
HCV)

NAT(HIV, HBV, HCV)

RC FFP (PC)
NAT
PC
FFP
FFP
FFP
fundraising

NAT

25 25
25 HIV
2010
25
89% (WHO )
HIV 25
NAT
FFP
6
FFP
10%
GDP/capita 5,000 USD
3) IVIG
GDP/capita 3 USD
2 5,000UsD

GDP/capita 1 USD



2 5,000
USD
IVIG

(3,557 4,257 ) (3,654
5,051 )

600 baht 1,100 baht (3,793 )
(3,557 )
IVIG (5g/100mL) 5,700 baht (19,380 )

38,547 1/2
IVIG

2018

FFP

HAV HBV HEV

4, 5)
IVIG
NAT
HBV, HCV, HIV
NAT(8 )
NAT
NAT
6)
APEC

1990

GMP



1992

90%

HIV

GMP
NBTC /

Ministry of

health

5 APEC Blood Safety Policy Forum

NAT

FFP

GMP

National Blood
Dr. Chanthala
National Blood

Transfusion Centre
Souksakhone

Center Ms. Pawinee Kupatpwintu

1) Lao Statistics Bureau. Statistical
Yearbook 2017. 2018.
2)
2
26 28
p.118-129,
2017
3)
26 28
p.66-78, 2017
4)
3



26
28

p.130-139, 2017
5) Mazda T, Yabe R, NaThalang O,
Thammavong T, Tadokoro K. Differences in
ABO antibody levels among blood donors: a
comparison between past and present
Japanese, Laotian and Thai populations.
Immunohematology 23: 38-41, 2007 and see
erratum Immunohematology 24: 28, 2008.
6) Burnouf T. Plasma fractionation in Asia-
Pacific: challenges and perspectives. ISBT
Science Series 6: 366-372, 2011.

Mazda T. Blood Service in Japan. 3rd
Eurasian Congress of Transfusionists,
Astana, Kazakhstan, 2018 4
Souksakhone C, Keokhamphoiu C, Soinxay
V, Mazda T. The prevention of transfusion
transmitted infectious among blood donors
in the Lao People’s Democratic Republic.
35th International Congress of the
International Society of Blood Transfusion,
Toronto, Canada, 2018 6






28 30
10
ABO RhD (NAT)

WHO
HIV, HBYV,

HCV, HAV, B19 NAT
1)

NAT

(NAT)




Dr. Rustem Serazetdinov
Sklifosovsky Research
Institute for Emergency Medicine
Dr. Igor Vysochin
Pirogovskogo Center
Dr. Eugene Zhiburt

Dr. Sing Menorath

Dr. Chanthala Souksakhone

M2017-195

C-G2017-056
1.
1 7 km2
(37.8  km2) 45 1 4
8 @a 2 7 )
2)
800
EU
EU
Sklifosovsky ~ Research  Institute  for

Emergency Medicine

(11 )

25,000
18,000 L



450mL  63mL
CPD SAGM

50mL

ABO RhD

Rh (EeCc) K

Central Diagnostics Lab.

NAT
NAT
6

( 3 ) 6

6
70%

15

80-90

Sklifosovsky Research Institute for

Emergency Medicine
3
12,000 L

64

Pirogovskogo Center

CSL

46



PK7300 ALT
HBV, HCV, HIV
NAT(8 ) FFP
csL
NAT
HIV
10%
(IVIG)
100%
IVIG
1990
csL VI
VI
VIHI 7.8%
IVIG ( )
2012
( 1)
2%
40
60
Rh K



Rh
E NAT
Rh

GDP per capita 5,000 USD

RhD
(0.3%) 1/3
DEL 3)
RhD 4)
RhD
HIV
HIV
HIV
ABO RhD
ABO
RhD
Dia
Dia
Mia
Mia 600
Mia
(FFP)
NAT



A B
HAV
HBY HEV
5,6) 1gG
ABO
A B
NAT A
B
NAT
NAT

1) WHO Recommendations for the

production, control and regulation of human

plasma for fractionation.

2)UeyveTknH AB,AaHnnbu
M.,
nr,NMnoukwnn P.

eHKO BB, 'puropbsaH
Bopob6en
Poccwu
2014
rogy:mtTorum gesaTenbHO
cTnm. TPAHCOY3NONOTI N4

No 3 (TOM 16) 4-13, 2015.

A. Cnyxb6a kKpoBwu

nckKkKon depepaumnnm B

3) Lin M. Taiwan experience suggests that
RhD typing for blood transfusion is
unnecessary in southeast Asian populations.

Transfusion 46:95-98, 2006.

4) Co-organized by the Japanese Red Cross
Society and the Thai Red Cross Society.
Proceedings:

Securing Safe Blood (V). The Fifth Red
Cross and Red Crescent Symposium on
Blood Programs in the Asian Region 2007.

Securing Stable Supply of Safe Blood ( I ).
The Sixth Red Cross and Red Crescent
Symposium on Blood Programs in the Asian
Region 2010.

Securing Stable Supply of Safe Blood
(I1). The Sixth Red Cross and Red Crescent
Symposium on Blood Programs in the Asian
Region 2015.

5)

27



27 p.93-
9102, 2016.

6) Mazda T, Yabe R, NaThalang O,
Thammavong T, Tadokoro K. Differences in
ABO antibody levels among blood donors: a
comparison between past and present
Japanese, Laotian and Thai populations.
Immunohematology 23: 38-41, 2007 and see
erratum Immunohematology 24: 28, 2008.

81 433 437
2017

Toshio Mazda Source plasma: donor testing
and quality control in Japan 23rd of blood
transfusionist conference Moscow, Russia

2017 12

136 2016 3






28~30

11

IPFA International Pacific Flactionation Association

1964 1953 100
25
NBDC
NBDC
10
A. IPFA
100
C.



1991

2009

NATO
GDP 13,401
2
416 30
56542
GDP 573 2013
79
78
7
76
75
74
2828588358358
O O O O O O O O O o O O
N N N N AN &N NN NN NN
1953 100

25

NBDC
450 4
3 1
12
HBV HCV HIV
HIV HBV HCV
NAT 1



EU

BTC

EU

Osijek, Rijeka, Split

35

N

IT.
? SLO

'21,.(9‘5“,“

AUSTRIA

~aHijeka
Ja "Ommau

HUNGARY £ 8
VENIA '

*ZAGHEB

Sisak

BOSNIA AND
HERZEGOVINA

3
Dubrovnik, Varazdin, Zadar 3
2
1
Blood Quality Tests
JAPAN CROATIA
ABO o o
Rh o o
irreguler antibody o o
screening
serologic test for o o
syphillis
HBsAg o IS
HBc o >
HCV o o
ALT(GPT) o
HIV-1 o o
HIV-2 o o
HTLV-1 o >
B19 antigen test o >
NAT HBV o o
NAT HCV o o
NAT HIV o o

*Selected groups/New blood donors and after transfusion
and pregnancy/

I \-:;.:u. Diingrs
’gi‘& Sibenik
\ - *ES&L\
Y Adriatic i — -
.I'. Sea & . ‘-r_:' :
'\,\ - MONT
ITALY S0 80 &0km
) 0 eomi F
2016 197294
2
2
120
100
80 I
60
40
20
0
& & 1Y & % &
o§° S S’o O A U]



16.3 10 3
10

4.3

REPUBLIKA
HRVATSKA

Koprivnica 10,03 na
100/st

13.8%

Ivani¢ Grad
9,28 na 100/st

Refused blood donors / first time donated blood

14,00% =
12,00% 1]
10,00% ] % ;elused
lood
8,00% [ | donors
s g —
4,00% 171
% first time
2,00% ] donated 2016 2
0.00% blood
00% . .
o 3
¥ o ‘@,W“ g “‘\,\0“ 4
v\(“‘ A¢ b A¢
Croatian Red Cross 7
2
HBV | HCV | HIV
ID-NAT and | 13 4 3 NP
Serol. Test
Only Serol. | O 3 0 5
Test
2016 160000 ID- |WPinf. |1 |0 |0 |NP
4.29 NAT | ocult 2




test | HBV

inf.(OBI)
TOTAL 16 |7 3 |5
3
OBI
/1,000,000
2013 | 183,072 |21 11
2014 | 183,410 | 18 10
2015 | 193,312 |10 5
2016 | 197,294 |2 0.1
4
191,040 | 4,461 | 2.34%
131,126 | 9,352 | 1.38%
75,838 | 17,112 | 22.56%
102,687 | 27,592 | 26.87%
KRIO | 10,737 | 387 3.60%
QC 14,166 | 332 2.27%
1991
4

4
120
100
80
60
40
20
o H B B B B BB EEEBS
é”é&@‘*’%@:“@QQ@&&@&%&%&%%%C’%“Y&
N
u u u
15 10 20 25 35
55 75 1 10 20 30
40 50 75 100
25 35



1991

10

Maja

Bozica






28 30

1945

12
APEC
APEC IPFA
GMP
Yuyun WHO
] APEC
IPFA




2.55 2015

189
5
1017
300
87.2%
9.8%
2014
74U ‘
VA Zhetib

Q'
ForH-ib Z

FA-AF3U7

2017

GDP 9323
51
1 GDP 3400
3.6
1687.3
1568.9
+1184

7
6
5 v
4
3
2
1
0
Cﬁz @? va Qﬁf ¢$( 6? '3&
DM T S M S
GDP
10,000
—
8,000
6,000
4,000
2,000
0
§§(§$'C§ €§’¢$r¢§ éﬁvég
ORI UG (M) SH S S S
GDP
4,500.00
4,000.00
3,500.00 /—,\/
3,000.00
2,500.00
2,000.00
1,500.00
1,000.00
500.00
0.00
§$'€§ @§ Gﬁ ¢§ @g'éyvfﬁ
R S S N S S S



30,000
4

25,000

20,000

15000 "~ _~

10,000
5,000

40 2018
60

60

2013

1958 - 2018



17,000

35

221

25

NAT

86

(Blood components)

60
2633 9,754
2633 432
303 17
1000
193
221
2017
2016
3,252,071 nit 84%
48
4,644,763 2%
500
92
EIA/Chlia

(Blood components)
80

35

2000

EIA/Chilla






WHO 510 2016 93
90%
2014 16 7%
2011 100 0.1%
16
100
10%~20%

3500000

3000000
2500000
2000000
1500000
1000000

500000

0
2006 2007 2008 2009 2010 2011 2012 2013 2014 2015
| ]
“ QUICK

WIN PROGRAM”

221 193



Surakarta

2018
15
2017 11
432 2633 5
2,633
GMP
2015
PJ
2015
GMP
2016

2015 ~2017 Bandung

Semarang

Surabaya

~2020
Surabaya

GMP

15

PJ

2018

DKl

NAT



SIMDONDAR

Medical Information System=MIS

GMP
2017 94
SIMDONDAR
2015
GMP
5
2017 2018 NADF
GMP
6
2,018 2019 2020
15
2017 NRL EQAS EQAS for

NAT

2014
EQAS 2017
EQAS
2016

1

GMP CPOB
2.

2015
No0.92



SIMDONDAR

GMP
2017

CPOB

(IAHBT)
(IATM)
(IAHBT)

(IATM)

2003
300
DKI
JAKARTA, WEST JAVA, CENTRAL JAVA,
EASR JAVA, NAD, KALIMANTAN,

SUMATERA

IATM

WHO

GMP



50

HEV

GMP



EFPIA






28 30

13

730 373

Business Continuity Plan BCP

51.1%




11

26 12 22 29 2 28
730 373
51.1%
18/34 52.9%
36/64 56.3% 106/227

46.7% 66/111 59.5%
32/77 41.2% 45/95
47.4% 70/118 59.3%
450 30
K ~1450 370
5 206
159
373 356
95.7%
36.5%
730 30
62.6% 70.5%



355

130 102 95.2%
320 211 65.9%
90.2%
52.9%
52.0% 372
30
86 23.5% 3077 —~60 199
2.0% 54.4% 60 87 22.1%
20.6%
370 304
23.5% 82.2%
13%
7.8% 13.7%
Standard Operating Procedures
222
54 24.3%
59 16%
47
12.7%
20%—~50% 22
3 6%



39 11.1%
5 Business Continuity Plan BCP
1.4%

National Blood
Supply Contingency Plan

SOP 20



BCP

BCP

Fujiwara Sl, Fujishima N, Kanamori H,
Ito M, Sugimoto T, Saito S, Sakaguchi
T, Nagai K, Masuoka H, Nagai K, Morita
A, Kino S, Tanaka A, Hasegawa Y,
Yokohama A, Fujino K, Makino S,
Matsumoto M, Takeshita A, Muroi K.
Released washed platelet concentrates

are effective and safe in patients with a

history of transfusion reactions.
Transfus Apher Sci. 2018 Dec;57(6):746-
751.

Ikeda K, Ohto H, Okuyama Y, Yamada-
Fujiwara M, Kanamori H, Fujiwara SlI,
Muroi K, Mori T, Kasama K, Iseki T,
Nagamura-lnoue T, Fujii N, Ashida T,
Kameda K, Kanda J, Hirose A, Takahashi
T, Nagai K, Minakawa K, Tanosaki R.

Adverse Events Associated With Infusion

of Hematopoietic Stem Cell Products: A

Prospective and Multicenter Surveillance

Study. Transfus Med Rev. 2018 Jun
1:32(3):186-194.

64 6 688-699
2018

Nagai K, Nakamura H, Harada H, Koga
Y, Yakushiji C, Tokunaga M, Yamaoka H,
Shirono E, Sannomiya S, and Miyazaki Y.
The Usefulness of Improved Newly
Developed Polyolefin Container, PO-100,
with Higher Oxygen Permeability and
Higher Content of Platelet. The 60th
Annal Meeting of American Society of
Hematology. San Diego, CA. 2018 12



46
2018 11

42
2018 10

66
2018 5






28 30

14

PC+PPP

PPP

BioProcessing Asia 2018,
5th APEC Blood Safety Policy Forum,
IPFA 4th Asia Workshop on Plasma
Quality and Supply

10

recovered plasma

700
4,000 L




150USD L

11 L 2 3
FFP 74
L 49 L 4
(PC+PPP)
29 9 20
10 Haemonetics
5
1 4
20 L
(TACSI)
200 L
2 L
1 L
400 L
600 L 20
230 L
3 L
FFP-LR480

3.3 L

12.6 L

NexSys PCS 1
18 26mL

10

1L

11



400mL 2015

3,000
2013 124
I 53 +11 71
11
200mL 5,000
5,000
400 4,400 400 | x
11
3 1,200
400 / x3
3
1
PPP
I 5

NAT

PC+PPP






] 2018 76-81
Chiharu Kano, Minoko Takanas | Estimate of future bloo | ISBT Science Series | vol.0 1-7 2018
hi, Asami Suzuki, Kazuo Kawa | d demand in Japan an
hara, Koichi Chiba, Hideo Nak | d the number of blood
anishi, Junki Takamatsu, AKkik | donations required
o Kitai, Koki Takahashi
Woonkwan Hyun, Kazuo Kawaha Th_e Possibility of Incre | Journal of Mgdlcal vol.65 | 89-98 2018
. . . asing the Current Max | and Dental Sciences
ra, Miyuki Yokota, Sotaro Miyos | .
] . . .. imum Volume of Platel
hi, Kazunori Nakajima, Koji Mat et Apheresis Donation
suzaki, Makiko Sugawa
Eto A, Kanatani Y C(.Junterlng Bioterroris | ADC Letter 5(2) P50-52 2018
m: Current Status and
Challenges — A Focus
on Pharmaceutical Pro
ducts and Vaccines
Fujiwara SI, Fujishima N, Kana | Rcicased washed platel | Transfus Apher Sci. | oo o | /5 261 | 2018
. . .. | et concentrates are effe
mori H, Ito M, Sugimoto T, Sait . . .
; . ctive and safe in patie
0 S, Sakaguchi T, Nagai K, Mas nts with a history of
uoka H, Nagai K, Morita A, Kin transfusion reactions
0 S, Tanaka A, Hasegawa Y, Yok '
ohama A, Fujino K, Makino S,
Matsumoto M, Takeshita A, Mur
oi K
Ikeda K, Ohto H, Okuyama Y, | Adverse Events | Transfus Med Rev. 32(3) | 186-194. 2018
Yamada-Fujiwara M, Kanamori H, | Associated With
Fujiwara SI, Muroi K, Mori T, | Infusion of
Kasama K, lIseki T, Nagamura- | Hematopoietic Stem Cell
Inoue T, Fujii N, Ashida T, | Products: A Prospective
Kameda K, Kanda J, Hirose A, | and Multicenter
Takahashi T, Nagai K, Minakawa | Surveillance Study.
K, Tanosaki R.
64(6) | 688-699 2018
lwata K, Fukuchi T, Hirai M, | Prevalence of | Medicine 96 20-28 2017
Yoshimura K, Kanatani Y. inappropriate antibiotic
prescriptions after the
great east Japan
earthquake, 2011.
Ochi S, Kato S, Kobayashi KI, | The Great East Japan | Disaster = Medicine | 29 1-5 2017
Kanatani Y. Earthquake: Analyses of | and Public Health
Disaster Impacts on | Preparedness
Health Care Clinics.
Chang S, Ichikawa M, Deguchi H, | Optimizing the | JACIII 21 1202-1210 | 2017




Kanatani Y.

Arrangement of Post-

Disaster Rescue

Activities: An Agent-

Based Simulation

Approach.
Chang S, Ichikawa M, Deguchi H, | A General Framework of | JCMSI 10 77-84 2017
Kanatani Y. Resource Allocation

Optimization and

Dynamic Scheduling.
Daisuke lkeda, Makiko Sugawa | Study on Evaluation of | Journal of Medical | 63 45-52 2016

and Kazuo Kawahara.

alanine
Aminotransferase(ALT)
as Surrogate Marker in
Hepatitis Virus Test.

and Dental Sciences.




