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5 APEC Blood Safety Policy Forum

(Lao Red Cross National
Blood Transfusion Centre: NBTC)

Dr. Chanthala Souksakhone

M2017-195
C-G2017-056
23.7 Km2(
)
690
88 6 (2017
) 1)
GDP(GDP/capita) 1
2017
GDP( ) 140 7,490 Kkip( 169
USD) GDP 2,472
GDP 6.89

0.83

2.1 (2016 )

Number of donors

Tnousand

E
8

(NBTC)
NBTC

GDP
(World Bank)

GDP per capita (current US$) by World Bank

2000 2013 2017} 2017/2013]2017/2000
Lao PDR 325 1839 2457 134 7.56 DR
Myanmar 193 1171 1299 1.11] 673 T
Thailand 2008 6168 6594 107 328 77
Vietnam 388 1871 2343 1.25 6.04 7
China 959 7077 8827, 1.25 9.20 7
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90%

3.
oo — 2014
i
i
s 3 NBTC 2017
g A i i 200 2018
I 1019
]
GDP 2000
8 (1
4. NBTC (2018) 2000
70,000kip (897 ) (3500
FFP, 1401, 5% Cryo, 1019, 4% )
PC,513,2% ) (FFP+Cryo  8.8%)
, 31%
10 1
RC, 1612
2018 46,102
2,968 49,070 ( 2,3
350mL
2024
1% 1
Japan Laos Thailand
200ml 350ml
0.75% ( ) (kip) (¥) JpnlLaos| (Baht) (¥  Lao/Thai
wB Lunit 8,160, 70,000 897 9.1} 1550 5345 0.2
2.5% WHO PRC | 1unit 8,402 70,000 897 94 420 1,448 0.6
PC 20ml 7,762} 70,000 897 86/ 320 1,103 0.8
FFP | 120ml 8,955/ 70,000 897 100 320 1,103 08
Cryopredipitate 70,000 897 280 966 0.9
2% *Leukodepleted WB
NBTC
20,609 43%
(WB)
31%  58% (RC)

( 4 (1



ABO( Japan Laos Thailand
(¥) (kip) (¥) Jpn/lLaos (Baht) (¥) Lao/Thai
) R h (37 A 10mL 3,000; 49,600 636 4.7 80 276 23
B 10mL 3,000; 49,600 636 4.7 80 276 23
AHG) (RPR) HCV D 10mL} 10,000; 106,000 1,359 7.4 200 690 2.0
. AHG 10mL| 10,000; 59,000 756 13.2 100 345 22
(rapld teSt) H IV HBS 1 955} 66,563 853 11 310 1,069 0.8
H IV H BS NAT 1 886 250 862 0.0
NBTC ELISA
rapid test .5
HIV 2016 Blood bag {Laos Thailand
2018 0.26% ( 2) (CPD-A) kip yen baht yen Lao/Thai
Single 29,800 382
2018 Double 66,800 856 110 379 23
Triple 80,000 1,026 160 552 1.9

.2 NBTC
100
2018

Year Total #vof #of HV % #of HBV/ % #of HCV % # qf syphi- %

Screening pos pos pos lis pos
1995 3866 2 005 75 194 AT 0 000 0.71% ( 3)
1996 6219 4 0.06 72 1.16 NT 2 0.03
1997 5974 0 0.00 90 151 NT 2 0.03 2 0
1998 6008 1 0.02 148 246 NT 4 0.07
1999 4824 3 0.06 426 8.83 46 0.95 3 0.06 0 18 0 - 39 %
2000 5473 4 0.07 378 691 73 133 2 0.04
2001 6280 4 0.06 437 6.96 53 0.84 1 0.02
2002 6368 1 0.02 459 7.21 81 127 2 0.03 N BTC
2003 6773 2 0.03 405 598 46 0.68 8 0.12

NBTC Anti-

2006 8572 0.07 508 5.93 71 0.83 9 0.10
2007 9172 0.02 508 554 36 0.39 12 013
2008 10766 009 577 536 2 039 14 013 HIV H BSAg 1
2009 12509 0.06 673538 36 0.29 7 0.06
2010 14898 003 702 471 39 026 1 0.01 R
2011 15618 0.03 694 4.44 42 0.27 1 0.01 rap|d test 473 EL | SA
2012 15364 0.08 633 412 11 0.07 2 0.01
2013 18700 0.10 840  4.49 18 0.10 3 0.02
2014 18612 0.15 791 ____4.25 27 0.15 1 0.01 618
2015 18186 013 708 389 19 0.10 3 0.02
2016 17218 0.24 782 454 25 0.15 8 0.05
2017 19453 0.35 699 359 12 0.06 17 0.09
2018 20609 0.39 593 288 27 013 31 0.15 NAT TTI
Total 245152 7014 12097 ' 4.93 817 033 138 0.06

1

1
.3 HIV ( 4) 3 (anti-

2016 2017 2018 HIV, HBsAg, anti-HCV)
HIV pos # of donor % of HIV pos # of donor % of HIV pos # of donor % of
HIV pos HIV pos HIV pos
NBTC 42 17218 0.24] 68 19453 0.350] 80 20609 0.388 N B TC 8 53
Louangprabang 5 3003 0.17, 3 3507  0.086 11 3636 0.303
Bokeo 2 426 0.47| 3 616  0.487 6 842 0.713
Louangnamtha 1 823 0.12 2 1169  0.171] 2 1366  0.146
Phongsaly 0 54 0 229 1 220  0.455
Oudomxay 0 807 1 1075  0.093] 0 1179
Sayabury 0 1582 0 1840 2 2036 0.098
Vientiane Prov NT 2587 2 2975  0.067 8 3388 0.236
Xaysomboune NT 173 NT 291 356
Xiengkhaung 0 944 2 901  0.222] 4 963  0.415
Huaphan 0 643 2 785  0.255] 4 943  0.424
Borikhamxay 5 2545 0.20] 9 2834  0.318] 0 2821 ( 4)
Khammoune 1 1572 0.06 0 1495 2 2092  0.096
Savannakhet 0 3396 3 3340  0.090; 4 3692 0.108
Champasack 1 2762 0.04] 0 2743 3 2582 0.116 2
Saravan 2 686 0.29 1 1056 0.095 0 1041
Zekong 0 313 1 342 0.292] 1 458  0.218
Attapeu 0 604 0 808 1 474 0.211
Districts 372
Total 59 40454 0.15] 97 45735  0.212 129 49070  0.263 2



2018

20% Albumin 50mL Baxter AG
Mittaphab Hospital
Nephrology Center

Pharmacy
Mahosot Hospital

Pharmacy out of Mahosot

Sethathirath Hospital

Children Hospital

12 Cases
200-400 /month
800 /year

1200 /year

422 lyear

1 Cases

Intravenous Immune Globulin

Children Hospital

15 Cases

Factor VIII (plasma-derived)

300000 kip
394000 kip
285000 kip
365000 kip

5
2014 Mother and Child
Hospital
4
( 6 2
Children
Hospital 1
5
350
usD
IVIG
IVIG
17
Mahosot Hospital
15
Mahosot Hospital
2018 (FFP)
2 Children
Hospital 2
VI
6.

(2018)

Children Hospital 2 Cases Donation from Korea
7. (2018)
2018 Japan Thailand Laos
Thai Red Thai Red
Products units Cross Cross
() (baht) ¢ | (baht) [G9) [G)
20% Albumin  10g/50mL. 4,257 600 20400 1,100 3,740} 4,308 (3,654-5,051)
3,557 (CSL Behring) (Baxter, 50 ml)
20g/100mL 2,100 7,140
VIG 5g/100mL 38,547, 5700 19,380
50mL | 2950 10,030
HBIG 200uni/imL}  8,996] 1500%  5,100]
HRIG 750U 1,200 4,080}
F Vil 250 IU | 2985 10,150
( ) 500 IU 5971 20,300
1000unit 64,042 i
HTFDC*  200IU/Bottle 800 2,720}
*HTFDC: Heat treated freeze dried cryoprecipitate
#2mL 200 IU/ML  **5mL : 150 IU/ML
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%
APEC
25

APEC

14

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
uUsD 2,457 USD
( 1
NAT(HIV, HBV,
HCV)
NAT(HIV, HBV, HCV)
( 1,4)
RC FFP
(PC) NAT
PC
FFP
FFP

FFP



fundraising

NAT
25 25
25
25
89%
HIV
NAT
FFP
6
FFP

GDP/capita 5,000 USD

GDPJ/capita 3 USD

2 5,000USD

GDP/capita 1 USD

2 5,000
USD
HIV
2010
(WHO ) IVIG
25
(3557 4,257 ) (3,654
5,051 ) ( 7
600 baht 1,100 baht (3,793 )
(3,557 )
IVIG (59/100mL) 5,700 baht (19,380 )
38,547 1/2
10% IVIG
2018
IVIG



FFP

A
B
HAV HBV HEV
4, 5)
IVIG
NAT
HBV, HCV, HIV
NAT(8 )
NAT
NAT
6)
GMP
APEC

health

NAT

1990
1992
90%
HIV
GMP
NBTC /
Ministry of
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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)

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 Society of Blood Transfusion,

Toronto, Canada, 2018 6

International Congress of the
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56.3% 106/227 46.7%
66/111 59.5% 32177
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373 356
95.7%
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n = 356
20.6%
36.5% 23.5%
13%
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13.7%
130
102 2
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52.0%

2.0%

Standard Operating Procedures
222
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22 6%
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5 1.4%
7 7
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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 Sl,
Muroi K, Mori T, Kasama K, lIseki T,
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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
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46
2018 11

42
2018 10

66
2018






30

PC+PPP

PPP

BioProcessing Asia 2018, 5th
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recovered plasma

700
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33 L

150USD
L 12.6 L
11 L 2 3
FFP 74 L 1
49 L 4
4
(PC+PPP)
29 9 20
10 Haemonetics
5 NexSys PCS 1
4 18 26mL
1 4 1L
20 L
(TACSI)
200 L
2 L
1 L
400 L 600
L 20
230 L
3 L

FFP-LR480 10 11



400mL 2015
3,000
2013 181
100
400
11 5
200mL 5,000 ( NAT
5,000
400 )
4,400 400 / x 11
3 1,200 400 / x 3
3 1
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RLET 0T ) BH| 0 Hbigk B 55 KR

1986 ~ 2020
I}L),t)l)(‘Jka)

2012~20DFMAER . 7.7%

100,000
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20,000
0 ————— —
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5th APEC 2018 Patrick Robert(The Marketing Research)
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1986 ~ 2020
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FRAERE
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50,000 /_/____
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20,000

18,761

18,000

16,000

14,000

12,000

10,000

8,000

6,000

4,000

2,000

H4 H6 HS8 H10 H12 Hi14 H16 Hi18 H20 H22 H24 H26 H28

29 9 20

10,000,000 320,000
9,000,000 - 300,000
8,000,000 280,000

7,000,000 260,000

—-----_-----——--A

6,000,000 240,000

5,000,000 220,000

4,000,000 200,000
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exSys PCS

NexLink DMS

New YES technology, a yield enhancing

solution, yields an

additional 18-26 mL

of plasma per donation, on average’

Designed to increase productivity with open, br-drectiona

BECS connectivity and simple, quidied cperation

Desgnad to improve quality and compliance with advances to

help ensure accurate procedure programming and er dorce

documentation protocols

[RFMIFFARIEE NexSys PCS

O Designed to strengthen donor relationships wah features ntended

10 enhance the donor expenence and improve staff responsiveness.
i ¥ f

Rl FhmoSERE/ VT8

= m— HAEMONETICS'
2015FSHNBREG
FRC-LR (400mL/ 3y %)
ngf
Fha .
§— 95
Fy(a-b+) 314
Di(a+b-) 246
Jr(a-) 420
Do(a+b-) as
Total 1,110

Fhi o Fhm .
En(a-) 24 Ge- 30
_MivAMV 13 IFC- 4
p 16 Ok(a-) 103
BES 14 - 47
Rhnull N 12
Rhmod 9 s—, Fy(a-) 73
D- - 170 s—, Di(b—) 13
In(Lu) or Lu(a-b-) 295 s—, Jr(a-) 19
Ko 232 Fy(a-), Di(b-) 39
k- 68 Fy(a-), Jr(a-) 67
K:-14 3 Fy(a-), Do(b-) 3
Fy(a-b-) 46 Di(b-), Jr(a-) 12
Jk(a-b-) 224 s—, D- 98
Gy(a-) 27 Fy(a-), D- 234
Bombay 19 Di(b-), D- 83
para-Bombay 177 Jr(a-), D- 45
McLeod 83 Total 1,983




F&2 FhimoPtiasn(2013)

4% 7 7 i 2R 7k M Bk % % 7 M Bk 8t

B Fhm ®|OBE W OB OB OB = B
p 19 3s 10 19 29 54
D-- 27 58 27 58
Ko 2 2 8
I- 4 4 8
! Fy(a—b-) 1 2 1 2
Jk(a—b-) 1 2 1 2
Para-Bombay 1 4 1 4
& 53 11 2 6 10 19 65 136
Fy(a-) 10 38 249 741 259 779
Di(b-) 62 182 62 182
" Jr(a-) 8 32 327 865 335 897
§— 2 4 2 4
&t 18 70 640 1,792 658 1,862
25t 71 181 642 1,798 723 1,998

PC+PPP

PPP
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3.6
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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
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2014 16 7%
2011 100 0.1%
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2015
GMP
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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
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GMP
2017

CPOB

(IAHBT)
(IATM)
(IAHBT)

(IATM)

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

SUMATERA

IATM

WHO

GMP
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APEC

(APEC Blood Safety Initiative White Paper)

APEC
APEC Blood Supply Chain Roadmap 2020

APEC

APEC

(APEC Blood Safety Initiative)
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APEC

90%
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*%*

GMP

GMP



- (TTI)

(SOP)

(TTI)
(NAT) NAT

NAT
NAT
NAT



=reverse grouping) ( =forward grouping)

GMP

(pooling)



EQAS

GMP

GMP
(PDMPs)



80-90%
PDMPs

APEC
(National Competent Authority=NCA)
GMP

1SO9001

1SO15189

GMP
ISO
1SO
1SO

GMP
GMP
GMP

GMP

1SO
GMP

GMP



GMP

(Center of Excellence = CoE)

APEC
APEC Blood Supply Chain 2020
Roadmap GMP
(CoE)
(CoE)

CoE

CoE ( )

* %



*%*

(CoE)
NAT
GMP
CoE
EQAS

CoE

10

CoE

NAT



CoE

CoE
CoE
GMP
PDMPs
CoE
GMP
GMP GMP
(PDMPs)
PDMPs
COE 13 ”
Problem stated Solution provided
(CoE)

11



CoE
CoE
CoE
CoE
GMP
8 APEC
3
CoE
20,000
CoE 250,000
60,000
70,000
20,000 1.5

12
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51,164,435 | 23,694,089 | 24,772,247 5,791,901 69,183,173 | 96,491,146 | 266,794,980 106,512,074
116 6 82 2 170 72 375 >200
5 2 4 1 14 72 375 74

4269341 | 4,087,382 | 1,307,123 215,663 1006304 |1,290045 | Not available | 418475

2,993,332 | 1,774,319 | 1,327,710 120,107 2,231,818 |1070986 | 2488304 | 853,343

0.4% 7.0% 4.2% 1.6% 3.6% 28.9% 39.6% 43.5%
80% 80% 80%
121,835 240,470 77,142
$15,473,097 | $30,539,657 | $9,797,058
1 http://www.worldometers.info/population/countries-in-asia-by-population/

2 WHO Global Status report 2016 (2013 )

3 MS2 data - 2013 — Clearstate

4127 The Marketing Research Bureau

*WHO 2% 2%

14



2 2013 APEC

2%
GMP
1 127
APEC -
APEC
=== Average Screening Center Size Component Processing
1,000,000 100.0%
900,000 — 90.0% —
800,000 = 80.0% X,
700,000 = 70.0%
600,000 = = 60.0%
500,000 = = 50.0%
400,000 = = 40.0%
300000 = = = 30.0%
200000 = = = - 20.0%
100,000 ——M—W 0 10.0%
i = = = = = . — 0.0%
@ &> @ <@ > & g &
S A S & & & S
& N & %‘Z’Q > & 600 ~QQ~
& S RN R
116
5 99.6%
200 74
57%
Veihola 2006 60,000
1
APEC -
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[%]

WHO
Philippines

Indonesia

Vietnam
Thailand
Singapore
Australia
Taiwan
Sth Korea

”|||

00% 1.0% 20% 3.0% 40% 50% 6.0% 7.0% 8.0%

4 WHO
2%
2%

100

—

mw Input Units = OQutput Units  =———Product Value USD

200 173.4 173.4 34000
1g8 153.8 $3,500 —
1
140 $3,000
120 100 95 100 100 100 $2,500
100 $2,000

80 $1,500

60

40 $1,000

20 $500

0 $-
Whole Blood Processing Improved Value multiplier
Only Multiplier Processing
5%

3.5%



100

100

153.8

100

173.4

95

60

80

40

20

$25,000,000

' $20,000,000
$15,000,000
$10,000,000
$5,000,000

$-

$2,000,000

$4,000,000

50

100

6 CoE

CoE

40,000
CoE
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GMP

~430,000,000 2

® Operational Savings Phase 1 ® Operational Savings Phase 2
$25,000,000

d
d

$20,000,000

$15,000,000

$10,000,000

$5,000,000

[ 1 . $1,076,000 $5,380,000 $10,760,000

5 10 50 100
#

$-

CoE

CoE

CoE

CoE

CoE
CoE
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CoE GMP GMP

Adequate Funding
CoE

CoE
CoE

CoE
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CoE

CoE

GMP

CoE

CoE

CoE

CoE
CoE
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CoE

CoE

Centres of Excellence = CoE

CoE

21

APEC




APEC CoE

pilot study CoE
CoE
CoE

CoE

PDMPs

PDMPs

GMP

22



CA

(PDMPs)
PDMPs
GMP
GMP "GMP (code of GMP)”
GMP
GMP
GMP
GMP
APEC

23

(Blood Standards)

PDMPs



APEC

GMP
GMP “ WHO guidelines
on good manufacturing practices for blood establishments” “ the AABB Standards
for Blood Banks and Transfusion Services”
“ WHO Guidelines for GMP " “ the AABB Standards”
GMP
GMP
PDMPs
GMP GMP
GMP
GMP

24



(CA)

GMP

(CA)

25



- (Regulatory harmonization)

(MRAS) MRAs

MRAs
(PDMPs)

13 ”»

(Blood Regulators Network)”
(Expert Committee on Biological
Standardisation)” PIC/S(Pharmaceutical Inspections Co-operation

Schemes)

APEC

APEC

GMP
GMP
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GMP
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GMP

GMP

(CA)
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PDMPs

GMP
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APEC GMP

< >

Vee Armstrong
APEC

GMP

2018 11

APEC

APEC

APEC
APEC

30

30

GMP




Francoise Rossi
LFB (Laboratoire du Fractionnement et des
Biotechnologies, Les Ulis, France)
Francoise Rossi. Laboratoire du Fractionnement et des Biotechnologies,

3 avenue des Tropiques, BP 40305, 91958 Courtaboeuf Cedex, France. Email: rossi@Ifb.fr.

1993

(Establissement Francais du Sang=EFS)
(Laboratorie francais du Fractionnement et des
Biotechnologies = LFB)
(the French National Agency for the Safety of Medicines and

Health Products = ANSM) LFB EFS
1989 EU
GXP good blood practices

EU



EMA

(VNRD)
WHO [13 2 (1)
QOL
2012 EU 1,350
2,000
50
(PDMPs)
(PDMPs) (Plasma for Fractionation = PfF)

PDMPs

LFB (IPFA) « ”



.l....'-':'.‘.. Bridging the inferests of: Doners - Cdlection Centers - Fractionation Centers - Fatients

AR5 :
o F
‘ HER
Fr— 1 7 ms
"X m GMP

SR I mys s

s SHEA Mm% 5 it
ms GMP

200

IPFA, embotddend in community wat ipfanl

IPFA IPFA=International Plasma Fractionation
Association
PDMPs VI IX
DlgG |gG |gG WHO ¢ »
@ PDMPs
(HIV) C (HCV)
1992
Law 93-5 (1993 1 4 ) @)

(AFS, Agence
Francaise du Sang)
(Lille) (Lyon) (Bordeaux)



(Strasbourg) (Monpellier) (Les Ulis)

7 (“Groupement d’Intérét Public”)”

LFB ()
(“Agence du Médicament”)

(Good Transfusion Practice)”

. Pharmacovigilane)

LFB
(PDMPs)

”» (5)

(

(Haemovigilance)”
(6)

1998 11
(European Haemovigilane Network = EHN)
2009 (International Haemovigilance
Network = IHN) 1995 5 6 95-566 (the
Decree 95-566)™ (PDMPs)

Law 98-535 (1998 7 1 )

” Agence du Médicament”

[13

(Health Safety French Agency for Sanitary Safety of Health Products =

AFSSaPs)” ®
(French Blood Agency)

(Etablissement Francais du Sang = EFS)
AFSSaPS

EFS EFS

EFS

(Good Transfusion Practices = GTP)

(PfF) LFB



2016 (the Good Practice Guidelines = GPG®)

EFS 15 12
3 2016 9,730
1,697,460 4
1,500
EFS 132 40,000
EFS
90 (PDMPs) 10
EFS
(Centre de Transfusion Sanguine des Armées = CTSA)
EFS 2005 CTSA EFS
CTSA CTSA
AFSSaPS (National Committee of Sanitary
Security = CNSS) (Institute of Health Surveillance = InVS)
(National Institute of Blood Transfusion = INTS) Law 98-535
(1) CNSS

InVS  AFSSaPS

(m Invs
InVS
vigilance
InVS
Law 2004-806 (2004 8 10 )

(I11) INTS

AlDs HTA



(11) 2017

5 INTS
2006 2 1 ¢ (Public Health Code) EFS
7 2006-99 the French Decree 2006-99
2012 5 1 ¢
7 the Law 2011-2012 (2011 12 29 )12
AFSSaPS “ (National Agency for the
Safety of Medicines and Health Products = ANSM) AFSSaPS
ANSM ANSM
AFSSaPS ANSM
ANSM
ANSM
ANSM
2015 1 1,500 ANSM
ANSM
(PDMPs) LFB
LFB (PDMPs)
LFB Law 2009-879 (2009 7 21 ) 77
77 (the Code of Public Health) L5124-14
LFB "EFS
7(13) LFB EFS
50
LFB 23
(portfolios) 14
LFB EFS

40 LFB LFB



(Lille) (Alés)

(Arras)
5 240

30
LFB

Directive 2001/83/EC ?

Directive 2002/98/EC (2003 1 27 )(15)

LFB 5 2,000
(Les Ulis)
LFB 3
LFB
18
90
(biopharmaceutical)
LFB
Cell for Cure )

Q)

LFB
EU
3 (daughter directives)

»

Directivev2005/61/EC17) «“
? Directive 2005/62/EC(18)

Directive 2002/98/EC 20

13

(haemovigilance)”

follow-up

”»

Directive 2004/33/EC(16) “

”»

EU
EU



(pharmacovigilance) EU Directive 2010/84/EU19)
EU Regulation 1235/2010(20
EU EU
EU (Good Pharmacovigilance
Practices = GPV)

EU 2004 2007
EU
(ICH)
ICH
ICH (@)
(S) (E) (M)
(European Commission) (HMLV, JPMA)
(FDA/PhRMA) (Health Canada) (Swissmedic) (ANVISA)
(MFDS) (CFDA) Bio, EPFIA, IGBA, WSM
ICH ICH ICH-M4
(Marketing Authorization = MA)
(Common Technical Document = CTD)
Eudralex (MA)
1 @ EU EU
2 @ 2 A 2 B
(MAA dossier) 2
3 EU
Directive 89/381(23)
PDMPs * 7 Directive 75/318
Directive 91/507 Directive 2001/83/EC
(PDMP) ICH

EU CTD



EDQM
EDQM (Council of Europe)

(European Pharmacopeia)@4

EU

2001/82/EC

L5112-1

ICH-CTD

EDQM

Directive 2001/83/EC

Law 2009-594(2009 5 27

)



CTD triangle

A/\ CTD I

s
MR LD
FAWNE
EZa—-L 1
FEEERTR EEHR
EFDa—) 2 e T
o f: axsmesE || ¢ R
FEEERE | 123 53
(‘ :
zezex || sawmneas
Eoa—NA 3 Ea—) 4 EVa—-L 5

The CTD tnangle. The common tachnical document is organized into five modules. Module
1 is region specific and modules 2, 3, 4 and 5 are intended to be common for all regions.

CTD
Directive 2012/26/EC Directive
2001/83/EC (EMA)
(PRAC)
ANSM
ANSM
ANSM

ANSM



ANSM Decision DG 2012-237 2012 9 24

Métiers and Product Departments

(Evaluation Dept.)
(Surveillance Dept.)
(Control Dept.)
(PDMPs)

ANSM

EU

EMEA/EMA

EMEA 1995 “

1993 7 22 71 2004
(EC) No. 726/2004 2004 3 31 EU
EMA

28

EMA (CHMP, CPMP
CHMP

CHMP
(Working Party)

EMA
PDMP
(Blood Product Working Party = BPWP)
(Biologics Working Party BWP) BPWP BWP

(Inspection Dept.)

ANSM

(EEC) No. 2309/93

11



EU
EMA

1995
1999 12 16

EMA

EU

(orphan drug)

Regulation(EC) No 141/2000(25)

(orphan designation)

M

(1) EU

(1)

Orphan Medicinal Products=COMP)

COMP

EU (Brexit)

EMA

() EU
28

10,000
EMA
2019 3 EU
EMA

EMA

(Orphan Regulation)

(Committee for

EU

EMA

EU

(orphan



products)

10 EU
(1)
(PDMPs)
EU
ICH EU
CHMP
3

(Quality Working Party)
BWP

PDMPs

GMP

M

LFB

(27-29)

EU

EU

Eudralex

EMA

() (1)



GMP

ANSM EU

ICH (Note for Guidance)
NAT

(Psoralen-Amotosalen) (UVA)

uv pathogen inactivation = Pl

EMA BWP
WHO
(M
(31)
(1 32
(1)) (33
orthogonal

(log reduction factor)
EMA/CHMP/BWP/706271/2010
3 2
BWP E (reflection paper)34
(Position statement)(5)



25

TSEs
2000 AFSSaPS
15nm
11U

10718 10012

103
2011 6 EMA
2018
BWP @041) Q AW@2)

CHMP

transmissible spongiform encephalopathies =

(vCJD)

(36,37)

AFSSaPS 2000 2009

EMA

EMA

LFB

(38)

TSEs

(43,44)



2015 12 EMA

(PMF)
AFSSaPS 2003 6
EMA (45) EMA (46)
EMA @7
(H1V) B (HBs)
immunoassay 2 (48,49)
EMA EU
(Note Procedural
Guidance on PMF)®0)
EMA (1) BPWP
(52) (Core Summary of Product

Characteristics)
("not binding”)
EMA



ANSM BPWP

(53)

(Paediatric Committee) (pediatric investigation plan =PIP)
PIP

BPWP

immunogenicity

150

(54)

(PRAC)
Sippet
1.83
% RodinG® FranceCoag®”
PRAC
EMA
PRAC (Core SmPC)

immunogenicity
PRAC
EU

(58)

, Batch release

(batch release)®9)
(PDMP)



EU (OMCL) EU
OMCL (batch release certificate)

(59)

: (batch release)”(€0)

(61)

(quarantine period)
(lookback)

lookback

180
260 50 18 EFS
300
EFS



EFS

HIV-1,-2 HCV HBc HTLV HBs
HIV-1 RNA PCR HCV HBVY DNA
LFB EFS
gquarantine period LFB
PCR B19 A
PCR
HIV-1,-2 HIV-1 RNA, HCV C RNA 100 UlI/mL HBs
HBV(B )DNA HAV RNA B19 DNA (62,63)
ANSM EU
EU
EU
EFS LFB
LFB EFS
EFS
EFS LFB ANSM
EU (PDMPs)
1990 [13 2
EU
(64)
(65)
EU

EMA EU



EU

Thierry Burnouf Robert Perry

Francoise Rossi LFB
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