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(year) a4 (%) 7he &%) oy e (%) 7t
(%) ° - o (%)
1994 | 1,616,904  98.9 5.2 17,726 22 18,293 1.1 475.8
1995 | 1,901,049 94.7 17.6 106,119 193 106,642 5.3 483.0
1996 | 1,970,096 91.8 3.6 174,518 417 174,947 8.2 64.1
1997 | 2,045,893 88.1 3.8 277,026 349 277,375 11.9 58.5
1998 | 2,033,962  81.8 —0.6 450,969 98 451,067 18.2 62.6
1999 | 1,885,989 76.4 -7.3 581,218 200 581,426 23.6 28.9
2000 | 1,825,075 74.9 -3.2 607,346 2,898 610,244 25.1 5.0
2001 1,879,236  75.4 3.0 600,010 12,225 612,251 24.6 0.3
2002 | 1,867,206  75.0 —0.6 30,622 622,935 25.0 1.7
2003 | 1,804,911 72.4 —-3.3 39,178 688,957 27.6 10.6
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1994 1,257,293 75.0 —-3.5 418,023 24.9 51.0
1995 1,445,621 70.6 15.0 601,002 29.4 43.8
1996 1,473,310 67.5 1.9 710,008 32.6 18.1
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While sixty percent of Americans are eligible to donate blood, only five percent
do. My friends, we can do better than that, and we will. Donating blood is a
simple, safe, lifesaving, and selfless gift that millions of American heroes make
every year. Please join me in becoming a regular volunteer blood donor.

— HHS Secretary Tommy G. Thompson

America's blood banks are facing a critical shortage of blood. Statement by HHS

Secretary (1/13/2003)
o Nearly 32,000 pints of blood — one every 2.7 seconds — are used in the U.S.
every day.
e U.S. blood supply reserves have been low for many years.

o Shortages are now routine during the summer and winter months.

¥ 7. 2000¥x W= blood center?t WY AL AY 2 HYFAA MY
T8 B3 A5 (T 1,000 unit GHE ETAH)

A s ool _%%%‘0—‘1% e 3 div] vl Wsk(%)
AEHF +95%CI Hl (%) 1999-2001
A (5F) 13,353 906 141 14,259  93.1 10.2
A (A7) 391 228 18 619 4.0 —4.8
AE(AA) 100 70 24 169 1.3 -2.8
AT AT 259 14 9 273 1.8 35.2
T AdFAEF 14,103 1218 156 16,320 100.0 10.4
HAY FA7A g A 219 25 5 245 1.7 8.4
Tl Fad NG 13,883 1192 152 15,076  98.4 10.5
T8
ST NFANATA ) 337 13,024 386 13,361  98.1 13.2
2} 7} a2 15 343 22 359 2.6 -2.3
A F (2] 2A}) 2 92 33 95 0.7 -8.1
Zolgd ol g 2 83 29 84 0.6 —-26.7
TTE% 356 13542 395 13,898 100.0 12.2
AEFAA Frar|zt
A3 5] 443 437 24 880 5.8 11.8
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¥ 18, oy A A AL Ay 53 A AAF (2003)
(eh9]  Rkel)
. S I = A&
TE& A FHT9Y 96,598(57%) oYl AN 164,625(95%)

Y AA ] FHTY 37,584(22%) A -7 k) 244(0.1%)
EE R = 4,756(3%) A e el 6,496(4%)
i oz}, 7|H =
& ] re 30,434(18%) 2571244 730(0.4%)
HE
HNAdR A H]E  603(0.4%)
Aedolw —3,326
169,372(100%) 169,372(100%)
(A A 2L Al)
¥ 19. dE dAAH 31A ALt (2003)
(S whel)
I 4 (ufgkael) I A&
_ en o] o A3 9 A=A
A~ Ie) O A~
Td8 dd9 F55Y 112,881(81.0%) v e 15165(10.9%)
w8 AA L] T 10,356(7.4%) Adn]& 48602(34.9%)
QI ZEA| eF3| AL A5
el Q.
gy grio 10925(7.9%) A8 22831(16.4%)

5,163(3.7%)

Td8 ddAA, £
AA AxzE g v]&
N FHH] &

oAy #Heldv S
ZAE, ATH] S

1 2] hardware A H]

H]-§-

A 8] gl

13,524(9.7%)

12,453(8.9%)
19,096(13.7%)
1,676(1.2%)

4575(3.3%)

1403(1.0%)

139,325(100%)

139,325(100%)

(Blood Products Research Organization, 2004)
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D W7t gastag s BEE 849 3R FdelA ol| AR 2
2) B9 FHATE FaA717] fetel AAELE AAT 5+ PEA 2
3) #8e AAets] oldol AU AFY Ei AT F U ATk s e A

1) o] Bl £ AW 5T YH, BE A FAY 435 HEok

5) o] &A= fl8) o8 a3 dAAAE T HIV, HSd, syphilis, 718t Z99S A3}

6) o] FxfelA FH= V¥ = axr
7) o] ARl

_?__
8) £d5 Aol of AxE BUHL oW F4 FEWG AN S gAT} 7

10) mhof o] @ejo] b i o] AUE 8 Aoleul, o] FFA i FEL ol

o]

d A1A] 2

>,\l

9 A7k AR BE FAH REE 0 B 5 Ao 7 oAb 53028 A4
%+ 9l

@ ¥+=39d2H(SOP; Standard Operating Procedures)

- YA g SFdEeA e i FAAA A
HMA A issue
- A3 AAAY F H el Ao H A (storage)
— A3} RAA 9] Fo

- B4 71240 BE £8 7%

|
]
12

=

- 78 A, =F, F I F 3K 2UH

- 78 wrge #He, 24 E

- FE3A RUEAZ (8F 6)

- w7 FENEe] AL 71Fe #e A (3FH 7)
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[ 8 g3l

General medicine

WE (ZetE]ol, HIV, €84 WE)

@®
@
@
@
® Disorders of hemostasis (

® Thrombocytopenia

oF
=

S A~
=755

" thalassaemia, ™%

°K)

Hemoglobinopathies (Sickle cell disease, Thalassaemias)

4o}3} (Pediatrics)

~14Jo}8} (Neonatology)

® 0 0 e

(® Thrombocytopenia

ol

=

¢

@
@
®

Aol Wy

AAotel 44

A

H B K 2

Z0}3} (General pediatrics)

A, FA4)

Severe pediatric anemia (nutritional anemia, &g}zl o}, 7]E} 7+9)

¢} (Oncology / Malignancies)

Hemoglobinopathies (Sickle cell disease, Thalassaemias)
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@ Disorders of hemostasis (AHA, THA)

’

® Thrombocytopenia

2338} (Obstetrics)
D 01/\ ] = ng
@ T8 4d 289 Y F
@ Disseminated intravascular coagulation

@ HIV 24

4) National Committee on the Clinical Use of Blood

arhdslel £d G AEFS WG 5 A 998 TR AR mHA
B g8 ARG A4S Wa B,
[ 2 (Role) ]
D PFAALE BE FAGAT Aol RE WUo] FUHES 0
@ BA5FA9N3 HAT BT AT AP AT BUHY A9
@ EFIAAY FAo] o) § FreA Telu BE PANA #EHA AEHES
@ S13A AL FARE 2 WAANN AAG DAAAL A} ALg A
® =E WA A4 A AR BELAARHSOP)T} ol % Asdn w5l

@ BAALE P, FHEA 2 Ao Ay, wHFAZLIR] ZRE HUHSL

Z¥ek= AA =

Il
=

A AR el A

e
fo
o
)
o
N
2
(0]
fri
M
T
(e}
L)
o
o
>
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[ 3922 (Membership) |

=

Jse) we 4Hem
9o Aol degleh 989 AAg FAL 7 %o oo g, Do
AR FFAe AUAe EE EF Sk 1 gL vhedt 2ok

u

OICEE
@ 935 AR} A

(<

T IR AV FREREY A AEE P (senior professional officer)

— Atz e} £ (accident and emergency) / A (casualty)
— w3 7} (anesthesia) / 322 (intensive care)
— 2|3} (surgery)
— ARRLel3} (obstetrics and gynecology)
— Z2o}3} (pediatrics)
— duh) 7} (general medicine)
— g3t (haematology) / £%3% (oncology)
— Z2+% (nursing)
® Hdrdelds dx
@ g A H] 2= FoF 7+ (senior personnel)
— W} 74 (medical director)
— ¥ A (manager) / A E3 ¥ (financial officer)
— A#AY A+ (quality manager)

— A AAR 7)1 A E 7} (senior laboratory technologist)

® AwFEdFF  2kAl (pharmaceuticals), ¢]Z 4] (medical devices), HEd <3

4

1] (sterile disposal equipment) ¢ &5 YA = 4338 (senior officer)

® T 4 Sdol dojeh= v 71 i

— WER AR, AR EE, BN BES Fa,

’

thalassemia association)

*

P2 5= FAYFAALEAA ] 2H T2 AAE LAt 3

5) HUSFdY Y3 (Hospital Transfusion Committees)

AR AA A AL & APstal local levelol el Ny} N A A2
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[ WHO ¥ 2% (training materials) ]

5o S AT QA Pel Qdegel mgat Fele] Fa Agolojop gt o)
& W% Aw7t WHORRH o & 7Hsav.

Aide—Memoire: Blood Safety
o The Clinical Use of Blood
— Learning materials
— Pocket handbook
o Safe Blood and Blood Products
— Introductory Module: Guidelines and Principles for Safe Blood Transfusion
Practice
— Module 1: Safe Blood Donation
— Module 2: Screening for HIV and Other Infectious Agents
— Module 3: Blood Group Serology
o Establishing a Distance Learning Programme in Blood Safety: A Manual for
Programme Coordinators
— Manual

— Toolkit
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o The Blood Cold Chain (in preparation)
— Guide for Managers of Blood Cold Chain Equipment

— Guide for Users of Blood Cold Chain Equipment

7) ®UEs} B}

SUHY GAAEE QoAE el Boheh T AT o] dAPALge 1
Qe @7ke] el WA Aol o & AaANE SJRAE LE FEolA A
3 B S8 AdsE dode New sn ok wUeYs gobdx 4xe) 3
Qe FUMH 2, TAYFAAALEAN, AAAAF, Aok, 279 B 5§

F2 AYAE P4 5o FEow Puslelol @k muUHYY B 24 HdelA

WA5 A9 957 Fstolol shul, Auk FAALEAALE AT o] wasof St

O 8450 dAE NG RUHH I HIkA| L Eghy ojol gt}
O A9 dAAA F52 GG, FA, A=A
@ EZast 88 syl gt gudiA (d: crystalloids and colloids) ¥} F3,

JAFE FALe AuFdS ok H A8 EF T FAAH AFA
@ =7}, A9 (provincial / regional), A|®(district) oA HAWAA <} H|=3 H
Y A AL Afol

@ nE £z guARdN YFAAALE T AR o A wE FA =w

EEIE
® AAAFAS} AP st Aol HAHOE AFHES FAs sd] DG

A= AdA

® @ol, AAAAG FAWAA DY Al Qo TR 2

°
oo
>

S|
Ll
rlo
o
o
-+
i)
do
o
Soe
=2
o
=
i)
12
o
jales
o
>
ofo
lo
td

Je gt Bt B2 A

O <dZ dA3 daAAe Adsa AT FEol a4E STHAES

available 37} ?
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A]%: Percentage of unfilled requests by product

@ AuWAE, SJopE, B 5§ Fulo APy AAT W FFo| 8TE

Al

Ny

1%=% available 37} ?

A

"

Percentage of unfilled requests

® @it ANA A Avpael vlgo] 2 QYRR RN AFHT YT ?

A

e

D e7d FUE /32 H5d 89 FUE (o 4
i) &9 FUE / AFH(by product) 8 FHE
@ YFEAAE 7FAF o] o] & Thestal defA =Tt ?
A 1) AFARES FERS YA HAE
7oAl HAE
© Aol Az AHEHE=H A st A=TF =7t ?
AE: 1) dAHTFEA Y ol& T

i) gAY olg 7hs A

2~

o

i) A3 = Abgshe

ek
1%
=
e

2,
2
2
o
Ho
oy
fz
r o)
o
o
o
fol
o
)
ro

- N3 AAA Y issue
- N7} A A ] Bt 5
— dA3} FANAA e Fof(administration)

- B4 /)ER BE 8 ]S

3. 9% FAAY 7 L FAAA

del gol dA AAREAAE mW, wTe A Ax: AFe

A
(FDA), dH &= AW ATFA LS (FBOC), 78 92 Ayaa| 25 (C
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2 Aol @l A AL T (BPRO) B 718
g dgstel Fastn dvh gge

[e)

71744

aAp g,

1) vl=e] EA A

ZAFA T B A
o] Polngl 7

w ol o

2 sl o
dEA Aol va) b n

O #8959 [ & A(lnspection and Audit)
— I&AE 19509 W5 NP3 (AABB)O] o8] 7jAEo] F8odm 7Ho] ¥
— 28y doAlAe] o3 HIV A4S AVIE 871 7FE FA= ste 54 7]l
gt I & AR WK
O W3t 4
— 1944 T AMulaRTe] Ao ABestA AAlel wek qfAlE EE]
A 5}
— 1972 dR{AA Y FAE FBo= FAF = 1ol A 2 efd o o]t
- 1976\ N3 AundFe AA7|HS HEse SRS Exst] I8 dEA
Al B AEAA L #E2E dundFe] BESH AAR A
=

AFE A% Aol kAT &

— dxpgie] g7 ¥ ofyet HgE WYl E FstaL Aol wUES A
steld AEstar g3l qfA &

= HAAA N A3 AL AFAY] A HAARE Az, gd, 715, BE| o
2 BE g Axrles 2%

= 19789 o] F Folo = 2AA HFARAIL FAA ARV eple] BAtES §F
AA APGzte] HAP2HE e dGSrecovered plasma’ 2l F(EFE
Yol 20% AL

— FDA 7#AE AXPAY] A S5ont THE & Woln, o5 AL&3e 9Al9] 3
= o R A &

O ZNZEAA = Fadel gk PR AF
- CDC: A714 o2 deHeae 14ds destes T2ad B
— FDA: E38AA AxgAs 2AeAxAe o7, Atad] ik 4B FDAC AlF
FDAE RE ARE go|g o] ~g3sle] ke EYT &
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- AxY

« FDA, AABB, HCFA, NIH, CDC

- 98 R I=E

« AABB, College of American Pathologist, Other professional Organizations,

NIH, Joint Commission on Accreditation of Healthcare organization, FDA

O @ g 9

tsl-zj

Aol @k A A A

“

L}\]

I«

29

@ CDCE oflo]z, FtAufolg| o thet =712 FAAAS 2zt Jde=d HIV €4

- AE4 2 5
BE R

|Z2 a3 ghdubelg s A T2 S 2k 9

@ NHLBIS] #lE=Zulole] 2 o3 HAYPA AF

@ CDC+=

@ CDCellA

gQet £EF doe aAel U 2714 AAAAZ DSURAA

S)
ot
ek
>
o
-
ek
>
o
i—l'f
T
&

AL, A,
EA -2
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www.fda.gov/cber/blood/bap.htm, 2001. 02. 02.
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s AFEARY, ALT, A4, Dan FAYR, 1%, 4957 S A@ 2
A A A A
3% 6. FDAS] 141784
T &
- qE, A8 - % - R g
Establishment standards
- 9% X3l — Temperature during shipment
— ZAHinspection)
Establishment inspection — Time of inspection
— ZAA ¥ (inspector) 9] U+
— Postmarketing reporting of adverse experiences
Adverse experience E.al — Distribution reports
— Waivers
252 2]: FDA, Code of federal regulations, 1997. Part 600 — Biological products
¥ 7. FDA/CBER ¥
e 8
— = JlFFo] EA(regulatory oversight) #o9le
- FDAE gAY 7]F(standard)S  WES A3 (promulgate  and
enforces) &
FDA Aot AAAEIFORYE FA O, B2 9B P LT blood
products A%
— FDAE blood establishmentsE inspectd}al A4 ARaLe} /doAle H-21-8
(adverse clinical events)? HiE RUYE ST}
- CBERE d7|F HAE 98 TFuAMu 2 gdxtel dHs] dain, &
of b Fae FAA HES gheteta thA et
O CBERZ 19974 7¥ "Blood Action Plan" A%
- oAl 53} FAEFY aYE wolal FTEAAN A REVS} JE A1
CBER - S5 AN = SEAE, ATEE Al Al T 2A
- BAR(DHHS)E 1998 3¥o & A2S $olst
- % A& CBER, FDA ¢ #d = (Office of Regulatory Affairs, Office of
Chief Counsel, Office of Policy), 28 AE(CDC), =HRAY(NIH), &
A BAAHT(HCFA) Y 5202 AAFHIL &
A& % 3]: CBER(Center for Biologics Evaluation and Research, U.S. FDA Ak&})



EH

oo

® QAN A A o] ACBSAE Fols welslel WAA

- goeds FEYHS A% NFA (Y5714,
187} vt wehg

Z o]’ AMH

, 1=, A,

A A 2 E o =

|
n{u

>~

. American Association of Blood Bank®] # 3

23
A e AR VA [ s N e o R I e S o

el

531

T8 Sk

equality system

- %4 emedical director: 98¢} 7]&A4A A (processes), H}H(procedures)
- a9 Sol gloA AR AY (AN 495 A, DA Bl @
- A A3t BaEste] Adda AdMu A 23, A3 st HF H9
2]
=
eSupplier qualification
sAgreement review
— Supplier Issues S . ) ) . . .
eReceipt, inspection, and testing of incoming supplies: FDA criteria
=N A
oQuality control program 4%
— Process control, . . .
eProficiency testing program 2o
final  inspection, and| i ) B o
ool FalAA W Mu A7} acceptable A H{EHC| FHeld £ 9l

handling
process %1ojof gt

— Document and records

— Incidents, errors, and

accidents

ApS shoh, 7Y, 2ARsH: 3 (process)ol lofof g

—  Assessments: internal| #9]5-H7}2 = ZAM(inspection) 9} EEZAM}E AS

and external epeer—review program

— Process improvement

— Facilities and safety

A5
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<1 AABB, Standards for Blood Banks and Transfusion Services, 19th edition, 1999.



O 98, 7+ F2o ek A

— A AL, AFA WA, REEY SuE 21, BTG o8, /%

» Consensus Conferences Statements

« Clinical Practice Guidelines

* Transfusion Committee Audits

* Peer Review Program

e Error Management

* Joint Commission Accreditation

« Fatal Episode Reported to FDA
@ 7=

« Inspections / Audits

¢ Proficiency Testing

¢ Competency Testing

e Error Management

« Joint Commission Accreditation

« Fatal Episode Reported to FDA

- NIH+ American College of  Physicians®} American Society

4l

of

AnesthesiologistsZHE  AAFduHo st AL AlFPol  Consensus

Conferences Statements &S x] % w3)

— JCAHO, AABB, CAPA|El Folos) 7|3 HYd AFTAEE BHAS 1

RHEE PHAWAL FHEAE F 5 A=S F

— AABB9] 4% A3 A& (Quality Plan) =%

H
AABB Z1EA1¢] B¢ AT 1509 W w2ad sel, 150 34l 3

wABYA A, Folel, YAl 7|53 R, A Mulsdd,

U{

e 2dd e, AE, Addgad, A AL A (S AR
d

, AV, kA

et 4, Bad £F, 22, V15de, WEEdae, &

O DL RIS ERE
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O FDA?] ¢fef #d &5 9 AbaL

O &7 B Aparel] o

)

A Ao 83 g, #H7],
® 19939l

z
tz
i
2

* FDA %] CBER A|x/)9]

oAl B5EA s ool oF % Abxe] g waAA a o]y

28 A E LA A

okl A A= AAS A ) ojd FRgolgte WA g Bal

of JR7F weE Il 95

HAAA A FA = 53
o #afAE 15Y ol el

dl’d == FerEart YErA 6 B
Al ZEl FDA®] MedWatch Z 215 ©]3] FDA® omdd=t Apol

F A7 R Al waAE 79 oldel, A%d B4

FDACl B a7 5o} S+

AgfaAel ed Al ha A e
FDAL: of RE g voleiulo] 23t sho] ehagel vjg 2

O a5l dg #e

— CDC9] "epi—aid"
« Jfojt} FAA A} Hdste] FEAQl Aoy PFAom WA E = AW S w2
Al ZALs7] 918 AL A A

— GAA Al QAA AT A 1 A H
« AABB, ARC, DoD ¥ CDC7} &% <22 BaCon Study A9

« o g27]e oA Al -2

3 o] Agtste] Al e dAlel tig AAE Al

O =7t

JE A AE

vy

of ol@ 5EFAE WA UF B7E Bsel, o8]

— AABBel &3] 1997 AA€ v 7| F2A vl i W Y3t Fof
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kA
— ==

o

=

=

A FagTF s
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R

4
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— ISBT 128 Coding System

A MRS v e dele & w8E& a5k, Estel gsivh Hal e
o T QoA omAtare] o, o]f4d o] WAol= HAPTH FFEshet 759
gu] ol9of|, 8§ FNo By HAWRe Auvt T8
B AAAA
- AFA
— A1) (Accreditation)
- ddx AEFY F37A dAn ARl 2~ &5 inspection
(dofte] ShHAd SRt A7, 107%)
- 7 A H| = T AR
- T YA = A

F=e g ] A = (SHOT: Serious Hazards of Transfusion)

— A kel gk AP Al AFEAE Fol7] g stue] WHoR Sy #¥
H AR e f8 o FHL UAs UEHAE ol&ste] HAAALRE
19961 119 +%
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e Steering groupdll ¥ #¥ <3]e} oA}, koA L HAMY FARAE tiEsE A
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¢ SHOTY £#AAdL Standing working group®l U1 9 L3]+= Steering
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o o HUGTE BE ofm7|ge] SHOT o RiA=e] Feddtil, SHOTIA AlA]
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