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WHO Experts' Consultation on 'Achieving Self-sufficiency for Safe Blood
and Blood Products based on Voluntary Non-Remunerated Blood
Donations (VNRBD')’

21-23 September 2011, WHO Headquarters, Geneva

Consensus Statement on
Achieving Self-sufficiency for Safe Blood & Blood Products based on VNRBD

Introduction

Blood transfusion services play an essential, underpinning role in health systems. Countries throughout
the world are facing serious challenges in making sufficient supplies of blood and blood products
available and sustainable, while also ensuring the quality and safety of these products in the face of
known and emerging threats to public health. These challenges include the risk of
transfusion-transmitted infections, an inadequate number of blood donors, increasing needs for blood
and blood products, inefficient blood supply systems weak quality systems, and inappropriate and
unsafe use of blood and blood products leading to chronic blood shortages and inequitable access,

unsafe blood products and unsound practices.

Since 1975, the World Health Assembly (WHA) has highlighted the global need for blood safety and
availability through the adoption of several resolutions?, giving greater priority to this issue within the
global and national health agendas, and as part of strategies for the achievement of Millennium
Developmental Goals. The specific resolutions include: WHA28.72 Utilization and supply of human
blood and blood products (1975); WHAS56.30 Global health-sector strategy for HIV/AIDS (2003);
WHAS8.13 Blood safety: proposal to establish World Blood Downor Day (2005); and WHAG63.12
Availability, safety and quality of blood products (2010). These resolutions have also identified the
guiding principles and essential elements for the development of sustainable national blood systems to

meet the transfusion needs of all patients.

! VNRBD also includes donation of plasma and cellular blood components.

% http://www.who.int/bloodsafety/BTS_ResolutionsAdopted.pdf
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WHA resolutions 63.12, 58.13 and 28.72, the Melbourne Declaration on 100% Voluntary
Non-Remunerated Donation of Blood and Blood Components (June 2009) 3 and the recommendations
of the WHO Global Blood Safety Network®, have reaffirmed the achievement of 'Self-sufficiency for
blood and blood products based on voluntary non-remunerated blood donations (VNRBD'Y' as the
important national policy direction for ensuring a safe, secure and sufficient supply of blood and blood
products.

While some successes have been achieved, self-sufficiency is not as yet a reality. There is an urgent
need to establish strategies and mechanisms for achieving self-sufficiency for safe blood and blood
products based on VNRBD. Such strategies need to be applied for blood components for transfusion as

well as plasma-derived medicinal products.

Experts' Consultation on Achieving Self-sufficiency for Safe Blood and Blood Products
based on VNRBD

A meeting of WHO experts” was held on 21-23 September 2011 in Geneva, Switzerland to
develop a consensus statement which provides guidance on policies, strategies and
mechanisms for achieving self-sufficiency in safe blood and blood products based on
VNRBD. Forty-six experts from 21 developed and developing countries, and from the
Council of Europe, the European Commission, the World Health Organization and the
World Trade Organization contributed to the consultation.

The objectives of this consultation were to: discuss the concept and rationale of self-sufficiency, and
develop a practical definition of self-sufficiency of safe blood and blood products based on VNRBD;
share information and the experience of countries on the perspectives and current situation on
self-sufficiency; analyse factors influencing the global implementation of self-sufficiency based on
VNRBD including the issues of safety, ethics, security and sustainability of supply, trade and its
potential impact on public health, availability and access for patients; and define strategies, mechanisms

and options to achieve self-sufficiency.

Experts participating in the WHO Consultation endorsed the following definitions and Consensus

Statement.

Definition of Self-sufficiency of Safe Blood and Blood Products based on Voluntary
Non-Remunerated Blood Donation (VNRBD")

“Self-sufficiency of safe blood and blood products based on VNEBDY means that national
needs of patients for safe blood and blood products5, as assessed within the framework of
the national health system, are met in a timely manner, that patients have equitable access
to transfusion services and blood products, and that these products are obtained from
VNRBD of national, and where needed, of regional (such as neighbouring countries) origin.

3 http://www.who.int/worldblooddonorday/Melbourne_Declaration_ VNRBD_2009.pdf
* http://www.who.int/bloodsafety/collaboration/who_gbsn_2011_03_recommendations.pdf

° Blood and blood products include blood components for transfusion as well as plasma-derived medicinal products.
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Recognizing that six blood products will most likely form the drivers for the number of
donations of blood, plasma and cellular blood components needed, these should be given
priority in policy and strategy development for achieving self-sufficiency based on VNRBD.
These six driver products are: 1) whole blood and red blood cells either recovered from
whole blood or by apheresis (WB/RBC); 2) platelets either recovered from whole blood or by
apheresis (PLT); 3) plasma for transfusion either recovered from whole blood or sourced by
apheresis and prepared by any production method (FFP); 4) plasma-derived clotting factor
VIII prepared by any production method (pd-FVIII); 5) polyvalent human (H) immune
globulin (IgIV or IgSC); and 6) human albumin solutions for transfusion (Alb).

Definition of Voluntary Non-Remunerated Blood Donation (VNRBD?)

"Voluntary Non-Remunerated Blood Donation (VNEBD!)' means that a person gives blood,
plasma or cellular components of his/her own free will and receives no payment for it,
either in the form of cash, or in kind which could be considered a substitute for money. This
would include time off work other than that reasonably needed for the donation and travel.
Small tokens, refreshments and reimbursements of direct travel costs are compatible with

voluntary non-remunerated donation.

This definition has already been endorsed by WHO, the Council of Europe, the
International Federation of Red Cross and Red Crescent Societies, the International
Society of Blood Transfusion and the International Federation of Blood Donor Associations.

Consensus Statement
Rationale

—  Human body parts including blood, plasma and cellular blood components should not be
considered a mere 'commodity'. Donated blood that is provided voluntarily by healthy
and socially committed people is a precious national resource. Governments should be
accountable for ensuring a sufficient supply of products from these special resources
which are and will remain limited by nature. The availability and safety of the supply,
the safety of donors and the appropriate use of blood, plasma and cellular blood
donations is and must remain a public affair. The donation of whole blood or its
components is an ultimate expression of community and citizen participation in the

health system, which also requires effective intersectoral collaboration.

— The management of this precious national resource requires a long-term perspective
and systematic approach aimed at ensuring continuity, sustainability and security of
supply of safe blood and blood products. Universal and timely access to safe blood
products of assured quality and efficacy and the appropriate use of such products are
essential for quality service provision. This requires a strong foundation based on
adequate number of voluntary, non-remunerated blood donors, as the most robust and
safe blood systems globally are based on VNRBD.

— The need for blood and blood products is growing every year and there are still a large
number of untreated patients who require life-saving support with blood and blood
products. It is therefore essential that all countries have the national capacity to collect
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blood, plasma and cellular components of acceptable quality and safety from voluntary,
non-remunerated donors in order to meet the national needs for blood components for
transfusion and plasma-derived medicinal products. Particularly for the supply of
plasma-derived medicinal products, in the long run it will not be feasible for a small
number of countries to collect sufficient plasma to produce enough plasma-derived

medicinal products to meet global needs.

The HIV epidemic and the outbreak of vCJD have demonstrated that global
distributions of plasma-derived medicinal products or intermediates could increase the

risk of global spread in case of a new emerging transfusion transmissible disease .

Voluntary Non-Remunerated Blood Donation is the cornerstone of a safe and sufficient
blood supply and is the first line of defence against the transmission of infectious
diseases through transfusion. Informed and regular, voluntary, non-remunerated blood
donors from low-risk populations have been demonstrated to be at lower risks of HIV
and other transfusion-transmissible infections than paid and family/replacement

donors.

The Oviedo Convention on Human Rights and Biomedicine of 1997¢ explicitly prohibits
any financial gain from the human body and its parts. Prevention of the
commercialization of blood donation and exploitation of blood donors are important
ethical principles on which a national blood system should be based. The right to equal
opportunity to access to blood and blood products of uniform and high quality based on
the patients' need is rooted in social justice and the social right to health care.

Payment for donation of blood (including plasma and cellular components donations)
not only threatens blood safety, it also erodes community solidarity and social cohesion
which result through the act of voluntary non-remunerated donation and puts an onus
on under-privileged populations in need of money. It also compromises the development
of a voluntary, non-remunerated blood donor programme. There are concerns that
sufficient safe donations and sustainable supply, availability and access to blood and
blood products based on VNRBD may be compromised through the presence of parallel
systems of paid donations.

In many countries, systems based on family/replacement donations are currently in use
for providing blood for patients. These systems, however, often lead to coercion and
place undue burden on patients’ families and friends to give blood, also leading to
systems of hidden payment. Such systems are unreliable, putting the onus for the
provision of blood on the patients' families rather than on the health system. In the long
term, family/replacement donation systems will not be able to provide safe, sufficient
and sustainable national blood supplies, employing component preparation and
apheresis donations, to ensure equitable access for all patients. It will inevitably act as
a barrier to enabling national blood systems to develop appropriately alongside the
countries’ overall health systems.

Large volumes of plasma recovered from whole blood donations based on VNRBD,

® http://conventions.coe.int/Treaty/Commun/ListeTraites.asp?MA=9&CM=7&CL=ENG
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mainly in low and middle-income countries, are currently not used and are discarded
because of concerns that quality requirements are not being met for plasma for

fractionation to manufacture plasma-derived medicinal products.

The commitment by national governments to the self-sufficiency of safe blood and blood
products based on VNRBD, and a coordinated, integrated and collaborative approach to
policy development and planning is a pre-requisite to ensure the implementation of a
fully effective national blood system.

It is recognized that the implementation a policy for self-sufficiency for blood and blood
products generally follows a stepwise progression in scope, from whole blood
transfusions towards blood components for transfusion and further towards plasma
fractionation, aligned to development state of the national health system. Achieving
self-sufficiency in the supply of blood and blood products from VNRBD and ensuring the
security of that supply are important national goals and countries may set different
timelines depending on their health system development in the achievement of these
goals.

Recommendations to National Health Authorities

In view of the above, experts participating in the WHO Consultation recommended that

national health authorities, should:

1.

Incorporate the goal of achieving self-sufficiency of safe blood and blood products based

on VNRBD into the national health policy, and strengthen the national blood system

accordingly, by:

— clearly positioning self-sufficiency based on VNRBD for blood components for
transfusion and human plasma-derived medicinal products in the national blood

policy and its legislative framework;

— 1implementing strategies and mechanisms to achieve self-sufficiency based on
VNRBD for blood components for transfusion as well as plasma-derived medicinal
products;

— providing appropriate and sufficient financial, technical and human resources.
Introduce legislation with set implementation timelines for the achievement of

self-sufficiency based on VNRBD, by:

— 1identifying VNRBD! as the sole source of blood, plasma and cellular components for
the production of the six driver blood products (blood components for transfusion as
well as plasma-derived medicinal products) for patient treatment;

—~ instituting the preferential use of plasma-derived medicinal products from VNRBD
source, as a transitional measure;

— prohibiting payment in cash or in kind for donations of blood, plasma and cellular
components, thus creating alignment with similar legislations and WHO
recommendations on the donations of other substances of human origin such as

organs, tissues and cells.

Within existing provisions of trade agreements, introduce specific measures for
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protection of the health of the public, to ensure that the provision of blood components
for transfusion and plasma-derived medicinal products in the national health system is
delivered through nationally, or if needed regionally (such as from neighbouring
countries), sourced VNRBD.

4. Establish mechanisms of cooperation between countries to secure regional
self-sufficiency of blood and blood products based on VNRBD.

5. Incorporate measures to achieve self-sufficiency based on VNRBD for blood components
for transfusion and plasma-derived medicinal products into the regulatory framework,
to facilitate:

— the supply of plasma from VNRBD and plasma-derived medicinal products derived
from VNRBD within the regional or other collaborative self-sufficiency

arrangements including contract fractionation;

— phasing out the use and restricting the imports of blood components for transfusion
and plasma-derived medicinal products based on paid donations.

6. Introduce strategies and measures to establish appropriate quality system and
standardized procedures in the national blood system for the collection, testing and
preparation, storage, distribution, transportation and use of blood components for

transfusion and plasma (either recovered from whole blood or by apheresis).

7. Put in place mechanisms for fractionation of surplus recovered plasma from VNRBD for
national or regional self-sufficiency and avoid discarding of recovered plasma donated
by VNRBD. This may require:

— formal agreements between the blood system and the fractionators(s) to support
contract fractionation’ and/or for the procurement or exchange of plasma and
plasma-derived medicinal products, with oversight of the Ministry of Health or an
appropriate authority accountable to the Ministry of Health); and

— negotiations with (contract-) fractionators to provide an appropriate part of the
resources and technological knowledge needed.

8. Establish mechanisms e.g., independent® national clinical transfusion expert
committees, to:
— estimate and monitor trends of demand, patient need and clinical use of blood

components for transfusion and plasma-derived medicinal products;

— regularly evaluate and report on the level of sufficiency for the driver blood and
blood products within the framework of the national health system;

— advise and recommend on priorities of the national supply of blood components for
transfusion and plasma-derived medicinal products.

9. Establish mechanisms to:

— collect all data on blood and blood product safety and supply (including Proprietary
Information) and annual reports from the blood transfusion services and

7 http://www.who.int/bloodproducts/publications/en/Information%20Sheet%20PLASMA.pdf

§ With no conflict of interest
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10.

11.

12.

manufacturers of plasma-derived medicinal products on:

> national distributions (deliveries, sales), imports and exports of the driver
blood products and related intermediates, and;

» contribution of donations derived from VNRBD.

— monitor these data with a view to regularly evaluating and anonymously reporting
on the national supply of driver blood products (blood components for transfusion
and plasma-derived medicinal products).

— share key blood and blood product safety and supply (anonymized) reports

internationally to enable countries to make informed policy decision for the safety
and sufficiency of the supply of blood and blood products.

Introduce labelling requirements to distinguish blood components for transfusion and
plasma-derived medicinal products of VNRBD origin versus paid donations consistent
with labelling, as used by manufacturers globally in other fields practicing
environmentally and ethically sustainable production methods, to enable informed
choices for hospitals, clinicians and patients on the source of blood components for
transfusion and plasma-derived medicinal products.

Promote VNRBD both for blood components for transfusion and plasma-derived
medicinal products as agreed in WHAZ28.72, 58.13 and 63.12, and to achieve 100%
VNRBD by 2020 as guided by the Melbourne Declaration.

Warrant that the donation of blood and plasma - in line with other substances of human
origin - be only from VNRBD and that the donation of blood, plasma and cellular blood
components remains a public affair.

Recommendations to WHO

Experts participating in the WHO Consultation made the following recommendations to
WHO, to:

1.

Provide policy guidance and technical support to countries in establishing and
implementing nationally coordinated, efficiently-managed and sustainable blood and
plasma programmes, and in implementing the above mentioned recommendations, to

move towards self-sufficiency of safe blood and blood products based on VNRBD.

Support countries to develop and implement strategies and mechanisms to share
recovered plasma, intermediates and plasma-derived medicinal products based on
VNRBD at regional levels or through other collaborative arrangements in order to
make complete use of these VNRBD donations and make the products available for

patient care.

Develop methodologies and models to estimate and predict context-sensitive national
clinical and patient needs of blood components for transfusion and plasma-derived
medicinal products, estimate the numbers and types of donations required, and assess
progress towards self-sufficiency based on VNRBD.

Facilitate international technology transfer to improve self-sufficiency based on
VNRBD.
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5. Develop a comprehensive report on global blood safety, including the global status of
self-sufficiency of safe blood and blood products based on VNRBD.

6. Establish global governance mechanisms to empower countries to implement
self-sufficiency based on VNRBD, by:
— global monitoring and reporting on self-sufficiency of safe blood and blood products
based on VNRBD; and
— assessing options and the feasibility of global instruments to prevent the
commercialization of the donation of blood, plasma and cellular components and for

the implementation of strategies and mechanisms to move towards self-sufficiency
based on VNRBD.

Note: This consensus statement contains the collective views of an international group of
experts and participants in the WHO Experts' Consultation on 'Achieving Self-sufficiency
for Safe Blood and Blood Products based on Voluntary Non-Remunerated Blood Donations
(VNRBD )' September 2011, and does not necessarily represent the decisions or stated

policies of the participating organizations.
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Bt L CHELEE AR A BE T D MERR 3 SRR L 72,

5.4 A4 Okt & —

S A DREEITRME, BEXOHRAEITH, EELWHZTITHRE LKL ¥ — % B
i, BETHIENTED, REIWCPEIND LT, ¥AERNTIEY A FR+F(TRCO D EE
T a7 HRO NBC & #5712 FTOMT MK > & —DiEnic, N v a7 fiRIC 6 2387
DFEENZNENEE T 2 iR — B RBS), #HFITFHEAEE T 5WEEN MR/ N 27 (HBB)
2N 157 DET, < O ORBENRMER S & 5, NBC Lisko BS, HBB 1T Bk TEMT
HIODMEEED TS, BE NG OMEHRIIMOBIRICHBET I 082, EERED
IFNBC L WEEALTWA,

NBC 23 )FE T 2 Mg id, ESLmbs & fixmbe TR Y | FADREBRICIIME %2 & < 58K
LTW3, MERESCEMEIZ LV FMAE LVL KO RFEME L ED D, itk NBC T
RETE 3,

NaZ NG 6 ETO BS IXE LR, KFEmPE 72 & ORI EE ¥+ 5 gk © TRC 0&F
BETICIE 22y, NBC i3 hBEfRICH Y NBC OXFT EALEMIT B TW5, NBC, BS,
HBBZDOHEIZ. R0 EE) THD MERNTERWVIEHIZOWTIEINBC 2{T- T3,
BS. HBB {7 6#4 2 KT 52 & CHREZERAOHIE., BMERBES LiF2Z N TE L5
N5,

M OHERAE L EIA BT, M5, CRMFAUE, BARIFASUR, HIVY2 BHE, HIV #T
JR(p24 FUR) DREDITOIL TV D, EEEEERENATIL 2002 £ HIERFE S, BRI
HBV. HCV. HIV BENTHiIL T3, FHiEIL Roche #EREDF A 6 = =7 —/1, Chiron
HREOHEITMEA NAT L2 > T 5b,

X4 O NAT AT H S EFHESEA TV D RKFFBE 2002 FE L 0 Bts, = O%IEKMM
FEEX THBA S N7, BITEIX NBC, KFHEE L O—# HBB TEME I LTV 5, BRILE D
NAT B IZMNE TRV, TS O EFE T 2004 FEI2ED Hi, 2006 4E 5 H 7 HidEM
F100% & 2> T 5D, EFRLO National Blood Policy 2010 TiZ, NAT 2NgEH AT Sz,

MIRFZEFROIERR, Z A ENOEMBRME K DOEFHFEIT NBC 2EHNO BS, HBB 67
V= bEEDTELED TN AREL TIHIT- TWRY), HENEVIER I ITEREE T
Do

2005 4F 10 A ~2010 /£ 9 A £ COMMBOHER LK 6 1277, ¥ A OFEE(Fiscal Year)it
10 AMHBEHFE I A ETLR> TV D, 2009 FEORM AN 1,885583 {4 THRIL=E X 3.0%(H A
1L 4.2%) &> TWND, TDHH 69 HH(36.8%)1B N as/HiNTEDLN TS, NBC It 1
FEFR T 57 B a 7 HIN®D 82.3%) WD > TW\Wb, N a7 HTNOERILEIT 12.2% & 7
S TW5D, BRILE ORERFRHEERIIER TICRT,

6.NBC DiE#)

NBCIZH FIzB W TH AN a7 HiNEREOSE 3G LB R gzt s7-9 5
BEDQMHI G MEE v Z—% 12 DFRICER L, 20 12 0F0 55 6 D FTiT R ofash & B4 4
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FTHEALCWA ok, MILEFLZZTANDEFGRMKE L F—L LTOEER -
ICHEBE L TR, BRIL7Z 0 T <, AL, MEL TEIRERERICTOILENH B,

4 A [EN T O A EHRAOFEIIFMTH 180 F2=y h, TDIHK 60 Fr=v b
% TRC A LTV 5, MERFOLEILZ NBC A& bEN TS, NBC & L CIRFkRmIC
%, BEAF+FHO LI A ERNOBRMAMRKET T 2 NBC TEEHLEZWEEZTND,
12 O FMEEY #—D 55 6 METIEMKOBRE - REICEATLImE0R EE2RK S Z L3
TETWD,

F—try NETIE, 20044 12 A 26 HO R F T MBI L A EIKE TR RWEEN T,
TOEOBHEIZ T ATV FABARNEZELHY ., T 4Ty RN EEOEWREZ T
o FREBLIWZT—F7y FRIZHLWVWIKRE Z—ZER L, TOBRIITZ7 4T FbE
R OIEELZ T, T ELOREREFEELT2010F 8 A 12 HiIZEVZ—D0BE %M
E LT,

2009 4E (2008 4F 10 A ~2009 4 10 A) D4 #H (Annual Report2009)iZ £ % &\ NBC DOk
$1%539,093 2= h T WFRIF/ N> 27 HiN T 256,695 == ~(47.6%), BENEE M1 T 260,870
2=y 48.4%). HFFIT 21,528 == F(4.0%) TH -7z, NBC THRIL L7=#HEIL 324,890
AT, ZONRIFKDOEY Th D,

O FERopiiE% 16 63.64%, 2 [F 17.38%, 3[El 11.57%, 4 [ELLE 7.41%

O B¥ER] £tE 63.0%. F4 15.5%, 1TEEFEE 10.4%, T O/ 11.1%

O 4EEH 20 LI T 8.7%.21 5% ~30 #% 37.0%. 31 i ~40 7% 31.3%.41 % ~50 % 17.5%.
51 Ll | 5.5%

MR M 51.31%., FE 48.69%

WIEIERLE OFE 2007 F 30.48%., 2008 4= 28.31%. 2009 4 27.78%
MEAR] AR 21.96%, O %Y 32.32%., B 38.05%, ABZ%! 7.76%

WIEE M 90,260 A(B 1 41,767 A, Zotk 48,493 A). BERRBREKML# 234,630 A

O00O0

7.NBC fiizk f.5

BEE1DOBRYIISEETHOE/NT, 1983 FIZEE %3 T, 2006 4258 Lz,

O 1B THRILE O - BB L OMBMORMATORE % £, 1 BIZFEYE 800 AD#K M
ERNbAH(BEE 2), BRIME DML, Ffh 17~60 5. {AE 45kg LI, ~E/ B V&,
E M 13g/dL, &Mk 12.0g/dL LA b, BRABRILIE 1 B %720 /MK 20~30 A, FRILEK 50
AL MLHE 50 A, ZDOHIZ Stem Cell 21L& H 12 20 AFREZEM L TV 5,
MBZEIZYAFEOLDENAEANFCEBRSARE STV,
BRilE 1 A 1 B2BREE HINEFEEZT > T\5, NBC AEOBERIME = ARRITKROE
Do TWnA,
AR, /KEEH & 4R R M 88 30 4r~16 FF 30 4
KEEH & KHEH A 8 B 30 45 ~19 B 30 43
+HEH. HEEH & HLHD 8 HF 30 49~15 K 30 47

O 2MTHMEIT> TV 5,
MM AT 5 Xy NI 28 B8 S, BRI IXEEN & JIEE2Z T ZBRENTo TS,
A1 OF M BIZAE 50kg LL T2 350mL, 50kg LA EiE 400mL,
BMLAFEIT 17 MU LT, 25~35 A%\, MILEERIIRFEEZ Y —F vy LT
Do

O 3 NAT #FTH 5,

O 4 BT REERF & A, M RERZE EFY (Reference Laboratory) 23 5,

—153—



O 5-6 LM N v 7 8i&EHE P9 (Blood Bag Production Plant) & #éhk =6 ) TH 5, /S 7
HEIT 2008 FE6RME, F A ERNTEMNT MKy 7D 710~T6%% /& L T\ 5,
ZOMMIL 31 ANHEY L, £DO5H 28 ANRIEDIEES,

O 7THITRMEARAE L BE, FAENLE T TREBOELEREH HHEITIT, 7t
LT3,

O 8IIF 74 RERoTWNES,

BHEH 1 NBC

8. IfiL 43 1

HERER X NBC REEMOBEICH Y, 2»oTIEZHH(BEE 3)IZ NBC DA N H-7-, =
OEYD 1 ETREEZIT> TVD, FMEOEREIL 1,439 M T, WiRiFEE= U 7 795 i, = —
F4 VT4 —435 ., T 7 4R 209 & RoTW5, ABRONEE 7 LimlLoHk(EE
43 BETHWTHEZITo TS, FERICERTLIILOT VT I v EEND BRFRGE S
o7 U HBIG), FERFEGREZ v 7Y o HRIGD 3 ®AIZEEL TWAHR, RIESENER
T3 MOV A XTHY, THUEOEEZITY Z LT LV,

Sin
P
%
B
P
E
=

B )

BH 3 HEfEio0H 5 EY(H NBC) EH 4
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fER OFRHSE T HBIG, HRIG S#5&H 648 Tkl CHeEfR LT 5,
3 BRI DIRFHIEIL. TV 7 2 v 20%50mL 23 600 23— /A% 1,500 ), HBIG 2mL %3 1,500 /S /A%
3,750 [). HRIG 5mL A% 1,200 »3—V/A(%) 3,000 ) TH 5,

8.4 A DA EIRA
& A OIS ERLE| O &L MRB 40 The Plasma Fractions Market in Asia and Pacific 2009 O&£HZ
LB ELITO@EY, EFEIERENSEML T2,
B4 DA B
E 12000 4 2003 4F 2006 4E 2009 4E
Albumin A(12.5g #15) 140,300 153,900 222,800 334,000
IVIG A(2.5g #i%) 24,800 35,400 46,500 73,000
EEVIIA] (& 7 B4 5.0 3.5 4.5 8.8
Total Market
9,459 7,752 19,797 26,475
(US$x1000)

AR RS OVREIAE 5 BB T ADL TH B, U a2 B MUK AT TORL, IARERE DI
PO, BFIOFEREFEIXERIZ L > THIRZH D | SIlREESITEEDRHE L 25,

BIE, Z A EN TS ERFIOSEEEFT > D0k, NBC 721 Thd, ZOREERITT VT I 3R 1
75 L T, HBIG & HRIG OfERITHOT N CTh D, Fi, fErmr ) ORGETRIZY A WV ARNE L TEN
RN LR D EE X A FDA NHRD b2 Ll E DTz, 2009 FIZHAD GMP #5257 & 0f
YERRTA % B A AAR S e o # —I2 NBC OB ATRE L., D3 0 ARHE: Lz,

B A IO TREED Y —2 7 v A REHEZ XY | BETFEEIT > TVeds, 7 —r 7 a ATI3ARE
HEANL TN E NS ZET, BIE TN TR, F7o, A OFURHILEE & RE TREE LT & 1 T
LOMGE CE RN & b EREEEA T OB Th D,

IVIG, 77 2 | VA5 & O AR g m <  HE b RLER Z LML BRER LW ESE X
NBC Tl3shh DRI EAT D Z E 25HE L, WSO DBELE W Lz, 772>, IVIG, HVIK
F0 8 BHFNZOWTHARFRAFAE R U723, IVIG & BVIERFRFIDESERMZ W TIE T FORET
AN L, BADD OFFEA L RS L,

ZZ T, NBC iF#ED 7Y —rrnxe 3 BEOENEANIE L TREEZIToTND, D7D, ZA 7
SERENC 2 [RIREM, BEEDBIEH A 12 4 [BRAR L T2, BRI ERSR G oW THESOAGHF B TLlkx
BT 5 RiALTH D, NBC DIFBRIZE D L 7V —r 7 o RdA v R & SIERBEROASEETT> T BT,
ABIOFHNISR D BFETAIC L T2,

G4 FEEITIE. 4R 20 7 L ofils A BEEL LT, AETEAR L. SESSIORELEE NBC & 5D
12 AFOMEE w5 —CHRT DEHETH 2,

9.2 A (riEETIM
AE, BREELROEFRBRERRORE L HYE N LFREE O,
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H A BREESROBIHR > THDEBITRO DR H 5,
TR D 2 b —/L, BEE, Bk FOfh,
TiEHfTE, EOIEAHT 58 HR, h—A T X,
FRPRTEHR
B
IN—T R ETe B A GHRIESE
(A TR
{bRESh
A Fra R,
AL
Bt
Fiz, EER - BRO GMP B> EfRio =z he—v b T OiEE EET 5 2 2ORERH D,
- MR IIERR OIS S E 2 e —L LTy, 7272, ENHRBE - Q0 A3RGICEIT 21F
IR L T\ 5,
c POGENIRGELTWA R E b3y hr—/L LTV,
- RFPEOFEGRILL TV A DT, HHESEOMICEET 27— 2 13> T 5,
- MFEFZEIT OV TE, AR TR TOERL 2o TND LITEARY, BRILCZZEMECET 52 L
IR TN D,
- AAENTIHHANZE A ETHY | ERNRLEILSY A FRHFIET M To T D, 70, HEREIEEN
TRBED N, IS EEF OB T DT — ZIC DV T E RAEFRRRE A 3h17 T LV,
- YA B U ClE BRI = IE R H 2.
< ERHNCOWTIE, 1967 520 Drug Act GEF LT3, 2003 4512 New Drug Act DZEILTE TWVB3,
ZDERFHTH D,
A RERGEEEEOMEKRICE T 5HE ThH S Pharmaceutical Inspection Co-operation
Scheme(PIC/SHIINEE LT 5, I, & A TR0 0S5 8 S FTREZ2 & D &[] CAHETRRA T2,
< SEREORRIZOWTIE, XA R FEEERET TH D, R TEERMREHFFL TN,
- EEFI O HaEE L, MEFOITE TH 2,

SNENCHCESECECRCRENCONC)

10. Z A EPIZERA STV A SERFID U 2
1 b MWETALTI

ofe¥s | B&® | 5% | 20% | 25% 10%
Instituto Grifols Spain O O O
CSL Behring Germany O
CSL Behring LLC USA O
Octapharma Austria O O
BPL UK O
Baxter Healthcare USA O O
Baxter AG Austria O
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== E 5% 20% 25% 10%
Kedrion Ttaly O O
Human Pharmaceutical Hungary O
Shanghai Raas Blood China O O
Biotest Germany O O
Green Cross Korea O
DRK Plasmaverabeitug Germany O
Kamada LTD Israel O O
(2) HBIG
Grifols 1001IU, 6001U, 1000IU
Kedrion 100IU, 300IU
Korea Green Cross 100IU, 200IU
Harbin Sequel Bio Engineerring (China) 100IU, 2001U
(3HRIG
Sanofi Pasteur SA(France) 3001IU, 1500IU
CSL Behring(Germany) 300IU
SWISS Serum and Vaccine(Switzerland)  150IU, 200IU, 3001U, 750IU
Kamada LTD 300IU
(4) Faxter VI
34 E4 250IU 500IU 1000IU 200IU
Instituto Grifols SA Spain O O O
Grifols Biologicals Inc USA O O
Octapharma Austria O O
BPL UK O
Baxter Healthcare USA O O O
Baxter AG Austria @) O O
Bayer Healthcare LLC USA O O O
Kedrion Italy O O
Shanghai Raas Blood China O O O
Biotest Germany O O O
Green Cross Korea O
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