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BRIBE Rl AT E R AR - EE
EPFA/NIBSCHSNEMA_ OO0 - FEHB -+ \HER
AT N BEAEEHEENR TR EaEMmEER
MR < 8225 - Parvovirus B19 » HBVEE SR &
HBVEZE ik - NATEEHUFE MR M 240 Es < 2
NATEHE R R R S EE ] - NATEG MR -
NATZ HMFER (RIS - HPV - HHV-8
F) - REHEEE RS Parvovirus B19Z EiELIAZE
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EPFA/NIBSC [ ¥R dn. 3% 7% 4% BE 4% 3% # A5 A 3¢ &

( Workshop on Nucleic Acid Amplification Testing for the
Detection ) 14 & 8 M 42 % 2 2| #) & ( European Plasma
Fractionation Association, EPFA ) & it REMBERELE
% 4|5 72 pir ( National Institute for Biological Standards and
Control, NIBSC) #£F £# » B — L/ 55 365 F R
— R BHELEABUTEM R hRTO s 2RE
BIHEEE - RBRRABEERBHEHMEABNERES
£EHAAMRBFLBRIBE RN RIER R0 H
3,40 ° % /LB EPFA/NIBSC #3t €W 00 %% A =+
ANBERAA-—TABEFBIAELERR ANFETRNETOEL
5B Ak W E 2 FE - Parvovirus B19 ~ HBV 423 &
HBV % 2 #k - NAT #1408 42 8] B o 75 2438 2 3745 ~ NAT
2R B ELEEH NAT S8 ikt - NAT 2 H
#e A (AW E ~ HPV ~ HHV-8 %) - R B 185
i 7k ¥ Parvovirus B19 2 £75 /L X 5354 -

2R =+ BiiaRE e R TZ WHO KB #5538 #4
#Z # 4t ( Standardisation of Genomic Amplification
Technologies, SOGAT ) % + AR &3 > AL TR oK
Bak¥EEzmERLMES NAT AHHER X &4
Parvovirus B19 2 3t 2 #8] - NAT A8 &1 % - B &£ & NAT
S E
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NI EI AN E2ZTARLBEBEHRReE LR
MERBE S REB 2 RA 0B NAT # 8]
HCV z & 48k -

A NAT Bl ik 5 SRR AAMY > BARE
28 "HAEA | BEaREBZRKREE > Ex NAT
ZRERERBREAREHBNATRRRAZ BHLB R R B
BEL FARNARBEEZIEMR - £ EPFA/NIBSC #:8]
dn iR R AR BRI AT A & & WHO & B 353% 34742
BAbash 0 THEBRBEEY 0 RUGR B &k 5 5 4% 8k 35 3%
HWRBEICZZMABHEN M58 HSHLBA
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(—) % HE EPFA/NIBSC #iR] fo i s 5 4% BE 35 38 4% 47
#tit € (Workshop on Nucleic Acid Amplification
Testing for the Detection )

EPFA/NIBSC #} 3t € 44 &1 &k il /o 38 o 31 1% &
( European Plasma Fractionation Association, EPFA) & i
F A WA & B % % 5 % fr (National Institute for
Biological Standards and Control, NIBSC) &5 £ > g —
RAWFRETEFEMR— R EFEBEABITEM - SR
M R P s R E B R RN SRS
1R R R EH 0 L FE A MRk B IRIE
W2 RMEREAMMRE - S FAFEALREHZ =00
—HFEA—_+ABEEA—_+AhBLFEFHE National
Hellenic Research Foundation (NHRF) #£47 > sié& A+ 4
REBEB ~EA KB~ EH &8 ~ tbAleF -~ 8
AAM st BEF-HEHET AL F8H-FH R
M- BERSREEER £H—Far+A-

M EZ AR (1) e FRAH 0 RKEZY
%~ (2) Parvovirus B19 ~ (3) HBV %433 & HBV 4 B 4 ~
(4) NAT 5B AR B R fo i PR Z 346 ~ (5) NAT 42
Bz HBEALEEH ~(6) NAT S8 b iR F - (7) NAT
zHEuER (AR E - HPV - HHV-8 %)(8) &
#1748 9% B 7 ¥ Parvovirus B19 2 X5 R % 2528 » 3t
ELNEEHELLT



(1) afRAHLRKELHE

2B+ 34 Dr. RY. Dodd R88 R %HHRA ol K
RE—~hEhims  REXEMHHIETESL %@ﬁ
R AREHEDZ N BHE AL BT EER B
BRIRBEERTRR %imiﬂz‘ri‘i’ﬁé‘“%ﬁ%%%b/i—%}z
iBf2 0 B4 4A cGMP 2 LB U EE Y -

(2) Parvovirus B19

12 B PEI B & Dr. R. Seitz 3,88 Parvovirus B19 B & &
BmE > HREMWRLEES  NCHBEREY 5 AU
TEIANE 2-10% 8 B FE > 20 KRR EHALKFE 40-60%
BANA BIOEE 70 R LY AT 5iE 85% A LA gt -
—RARFEBIOE > ARBLREEAK BB LBRRE
@éi%ﬁﬁ%ﬁzﬁ%hﬁﬂﬁﬁml*#z&%ﬁ%
AR H X EHERBPFL MG ABARGEET - 2R
T HNEIBRFEE (SD) REHRS mﬁ@ﬁé%%
BRAEE  BRABA4S B19> 10 geqg/ml AL EHAE
% B19 B % > m# A4 B19 < 10° geq/ml &4 du 5% 69 AR
A% R f > % FDA B K24k 2 B19 4 iﬁ<1m
geq/ml 4 3T AN H itk WA - @M BB A ITH B

fn 3% R4 R Z Parvovirus B19 [R& & & < 10*IU/ml> it 4%

# N Human Anti-D immunoglobulin & Human plasma

(pooled and treated for virus inactivation) [SD-plasma] &
BEEH Y > LS FRE &AM E4T

(3) HBV %43#% % HBV 4 B 4



% B 48 B & Prof. W. Gerlich /-4 HBV & #t 2 & % £
B AR BB #7 HBV 24kl B F8UE 85 4 HBsAg
XA JE S4B anti-HBc 2,34 PCR F k4B m 5448k 4
& - 3% HBsAg 3 E| = F & & <100 pg/ml » =T 48] & #F
# 5 genotypes ° B A4F £ M - A i HBsAg 2 4% 8 & >
M NIBSC/WHO B 542 # & 9h » 42 B PEI ~ Abbott 2 3] -
Bk B34 HBsAg $ B2 & 2 -

KRG AL Prof. JP. Allain 3R L B B KA F &
B WB/BHEIE - REMBEY TS HBV 24 %R
#k o B A7 HBsAg X & 3 R A4 B H A7 & &) HBV 4 2 4k »
R AIRERT AR FRER  RBAERGEIAE -

(4) NAT $150R B B o & 2 4B 2 37 4%

#2 B PEI & & Dr. M. Nubling ~ £ Bl K # fig ¥ 0
Dr. M. Busch ~ & £ B 4+ F & Dr. S. Stramer 4% 32,88 F
il HCV ~ HBV » B HIV Z U8 & NAT #2082 3345  »
HCV B R UNAT BB T AR BEE T EHALTHER
% HBV 2 R~ X R &) R & ik T HBsAg 2 &
HBV DNA % » B % /)&% HBsAg(+) anti-HBc(+)&) % &
# % HBV DNA(-) * & % 7T A HBV NAT H 4%, HBsAg .5
145 — 5346 o #3 HIV 25 R 88+ HIV-1 NAT 24
B E B 8 p24Ag z 538 R ER RAFAE > #UE A Anti-HIV
1/2 & HIV-1 NAT Buk, Anti-HIV 172 & p24Ag Z #:5% -

7+ B LFB #4 Dr. B. Flan %88 ££ ;& B ¢ 7 4 4% 14 NAT
B2z e HNE—hH2 b BRRE
3% ¢ Anti-HCV - Anti-HIV 1/2 - HBsAg - Anti-HBc -



Anti-HTLV ~ & ALT % ## small pools ( <24 donations)
47 HCV B HIV NAT # 8] - #72 i fn 4 8 Bl 2 3k 478
A4 (<100 donations) B|:# 47 Anti-HCV - Anti-HIV
1/2 ~ B HBsAg % &% $4:5% > #4& CPMP/BWP/269/95
Z .86, 4T HCV NAT #08] » & b 3% P o0 IR 47 HIV &
HBV 2 NAT #x78] o #7043 Rk 2 NAT %l B 42 &
B EEFRERTRET TRAGEE B 2B E2S
’Ti o

(5) NATERZZzZ HER LY %4

3 B NIBSC #4 Dr. H. Holmes /% HIV NAT #Z % &,
Z R BB FARE » WHO % —18 HIV-1 RNA B2 £ 2
Z R #HAdEBE CBER ~ 3B NIBSC ~ &4 # CLB ]
S E XM » FARAR B &4 100,000 TU - WHO 7F42 4t —
%2 HIV genotype panel > €,4- group M (subtypes A, B, C, D,
E(A),F,GH) -~ groupN ~ & group O - HIV 42 # 7, 2 # {&
A A § 42 HIV-2 genotype panel & 4~ st HIV RNA 42 # &,
S FmaR -

47 # CLB & Dr. N. Lelie /%4 B NAT #8525
BRNAT BRRERZ AR EM IU ¢ BE R Z Ry
% R ] M 48 & 7 A ] &) copies 2, genome equivalents % £
i > $) 40 HCV RNA 11U T 48 € # 2.4-5.1 copies 2, 1.7-3.8
genome equivalents > H 46, NAT 2 £ &b, B 48 B 5/ » FR
VA JE 7 R BIARBR ik Z AR B 4 R AT E L3048 o

% B Chiron /) &5 Dr. B. Phelps 31,88 4 9} 22 #7355
ARESEBEEELZHE  LAXEINORIBHLE
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(target nucleic acid) Z45M ~ KRR~ KE - AR
Mo KRFF - REH K BA S THBE - E
2~ R — M RS EM  REEWRE - BAT
LR B B Bt &% 8 & (Industrial Liaison Committee,
ILC) &k B E3tZ #4520 HCV RNA transcripts & HBV
recombinant DNA 1/ 412 £ & 2 s5 A M -

A)
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(6) NAT 24 o JR 75

7% B EFS &) Dr. J. Coste 1\ #27% B fn. & ¥ & NAT &4k
ZHATRIL  HBRATAI A 1999 F 2 A & #H5 HCV NAT
AN ok BRARIA B 0 327 2001 4 7 A B 46 4% HIV-1 & HCV
NAT & 4% 92 fn 75 SARBR G 7] A4t o & K RMARIRIA B < 0%
Bk ¥Rz NAT i h ik £ & 4
bioMerieux/Roche Cobas Ampliscreen ( pool size 24) A&
Gen-Probe/Chiron Procleix TMA (pool size 8 sk, individual
testing) M A S > —HEXFEMRBRMEMMEIE -

Dr. K. Roth 3% 884& B Red Cross Blood Transfusion
Service Hessen ¥k NAT #i2 B BEW » Zdu i
1997 & 1 A B4 % % HIV-1 - HBV » HCV 2 PCR #:%
2000 F 4 A #4232 o HAV & Parvovirus B19 = PCR #x &
BN hIKR b R0 & E R ET HAV &
Parvovirus B19 2 PCR #:5% - PCR #:8 Z pool size & % &
96 donations > B AR ITEARR T ARGFRE A E 7 0% 0 p
% A M5 # 7% & in house TagMan PCR - % B 3% PCR # %
Z BHE n#7 0 HCV 2 10.5-14 copies ~ HBV % 20-26.7
copies » HIV & 66.6-88.8 copies ° ## Parvovirus B19 %
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95%#5 8 PR & (detection limit) % 107 molecules/ml » HAV

% 10 molecules/ml °

A B 24 NAT &tk RSB 7 ) 23848 » & Chiron
Roche ~ & Gen-Probe ¥ BB » A N85 8 Na RN
B MR B R 2 NAT 545 F ik BB £ 4 » €45 Chiron
#12 Gen-Probe i [5) 525 48] Parvovirus B19 & HAV & #
7% » Roche 4 COBAS Ampliscreen System #2 AMPLINAT
MPX System » & Gen-Probe #) Procleix System o

(7) NAT =z H4 /A

# B PEl & Dr. T. Montag £ 88 f & 78 7T 4t ¥
Enterobacteria - Staphylococci ~ Corynebacteria % s # 2 /5
Fo@dmh MR e B ZHKELY 1/10,000 o 1F 44608 0
R P@AFREZIN R AR DETE D RS > WH
B BB B A kR FACS A R 4afifd »-4775 & NAT
W AlE o FACS 947 ik Z AR BI PR £ 10%-10°/ml > =T A 4 45
WREZHEFFE 2 b NAT 524G HE 165 IRNA £
A 2T U Gram(-)4a & 7T iE 1-8 cfu ## Gram(+)
BMEATESLS clu  (EAXESH LR A MARZRME
BMEGERAR > THEGLAZEEE (0 1 E coli) #
RNA» # R ZETHBFZIHFZMHEBEG  BEKETE &
R —FRANFTFEINEAGEEHORBES 71
Delft Diagnostic Lab # Dr. W. Quint & £ B University of
Nebraska #) Dr. C. Wood B} % % % NAT £ human
papilloma virus (HPV) & human herpes virus-8 (HHV-8)
B RARER L2 B -
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(8) ®#7idm /&Y Parvovirus B19 2 & 7Z{L %

#8 B PEI & Dr. J. Blumel :RBA N A ik & % & U E
#7488 H 7k 2 Parvovirus B19 &7/ % > ££ 5% Albumin
P e Bl19 BB ERANKFLFIL/ERBELARZAZE
J& # (Model virus) Porcine parvovirus (PPV ) » 4 R 2533,
# 60°CHERA 10 54879 » B19 2 & 7 Breg 4 10° TCIDs,
% 2 AR R E 10%° TCIDsy X F ; @ PPV # 60°C4 R 60
m4E1Edy 10° TCIDsy (5 £ 107 TCIDsg © 447 B #7485 Bk
HANREEE (5%~ 20%~25%) @& a & &+ B19 &%
LB R BrEZREGRERS  £FLAmEFHak =
#hefe 60°CAERA 10 24879 & 10° 5%, 107 TCIDs, 4 E 4238
BRE T FFRAA S 7F % G B H1E R 3 kBT A 2%
Parvovirus B19 %754t o {2 3k & % 3 7R i B 748 ho B 32
ZEOEF > ARREFELTRSSKEEFET LY5E
AERRHEAREZENELR FmAE BIO X £4) &
FREEOBEER 2 R RESRPREEFTE (viral
load) R EFEHLE EH T -

(=) WHO A R #&3% HZ #74% £t € 3% (Standardisation
of Genomic Amplification Technologies, SOGAT )

EFRA=Z+B#E L NIRRT WHO AR
WRBMZELETEREGE NELR D LRR R
# 2 % H 2 A M 8L NAT 48 B 3% > ¢,.4% Parvovirus B19
REZARB - NAT AR ~ REENAT 24 % ©
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bA| 854+ F 489 Dr. R. Laub~ B AR $ 5 5 AR 69
Dr. Y. Okada ~ & 3 B NIBSC ¢ Dr. J. Saldanha 4% 3%, %4
Parvovirus B19 & & Z AR & % » — A& A KUB12 4a ek
i8] Parvovirus B19 89 B M » &R~ 4 5TU R A
EZBIORMEARF@LZAES °

# 7 NAT 48 B 71 % 2 378 » & B PEI 49 Dr. M. Chudy
N BIE R E B8R T #Ht 3 HCV RNA & HIV-1 RNA
Z NAT Bl F ik 9 R B R BT E&FTHREAL HCVNAT
FikEHREREENREERK 124 HIV-1NAT 7 @A
ERAHWEE  EHAE—FhigReEK - £ H NIBSC #
Dr. J. Saldanha %83 HAV BIRAZ £ L2 HH R L RFAZRE
£ 16 BERELALREE > BATLZARE —18 HAV
RNA NAT B2 £ %0 48 & 4 10° TU/ml - ;&34 NRL #
Dr. K. McGavin 1\~ 22 8 o B &4 S A% 4F ¥ AFEAR iR 65
M NAT 2 %% > NRL B R ERBARALE A aias
& NAT B8 % > N ERBRBFHEOSZLEMRE - 3L
BEHAERBBRERFALS NRL- ETREZIRBERE S
87 1% A TMA HIV-1/HCV multiplex 7 i 45 & Rk A% F 3
BREEEE > ARISRZHEH - 3 E NIBSC # Dr. C.
Davis 384 A i HIV-1 AR e FadimRLER » %o
48 ¢1,4% HIV-1 subtype A-H ~ group N & group O » & 24 1B
FRE LI R & RBET AT REHTHRA L subtype
A-E » 12 4% subtype F ~ G~ H ~ & group N Z x| %E /1 B!
FER > BRISHTREEERAE group O HE o
2% 7 HIV-1 group O subtype Z AR RIFE S °

£ M & & NAT 454 23548 4 %] d11& B University of
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Giessen &5 Prof. W. Gerlich /)& LightCycler & & % #7 7%

University of Cologne #9 Dr. R. Kaiser 7% bDNA 5-#77% 5
3 B Q-one Biotech &9 Dr. J. Black /"4 ] # & & PCR 4-#1
ZHEHAE 2B NGI & Dr. A. Conrad N8 N8 &
> #7 £ && SuperQuant & QuantaSure ; £ B Gen-Probe #9
Dr. C. Giachetti 4)-# HIV-1 - HCV ~ & HBV 2 & & TMA
4038055 5 4% # CLB #4 Dr. M. Koppelman 7 £ %} # B19 DNA
B HAV RNA Z iz 807% o £ NAT A sbib 2 3 838 R 7
& > #/& B Qiagen #9 Dr. F. Krieg-Schneider 1) 2 3% 2 3] 4~
B B 41/ 7 4% Bk 69 1% 35 BioRobot MDx -

ARG RE W SoOGAT KRR EBH AT & > Ak & &
) ]34 SoGAT €34 B4 4 &9 - WHO 32 F] SoGAT #*
ERARBREAMRECFTRBROBR  EHLEAS
WHO FiBil £ 6942 846 ~ 224 ~ RERMFTEFT &
R -

T —k#) SoOGAT €3 AN —OO0=%F XA £EH
Paul Ehrlich Institute 47 -
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ARZOBEHZBEFEEN  AOBELHE &
BB A BE S bRREZRR AT
FERZREER/IEZFLTHE AR BIATZ
cGMP #3, %5, -

REBABARTCARS AL ZIEERSMN  BAT
£ oot e o B 56 HIV-1 R HCV 2 4% 8% 3%
Al (NAT) 5% TABAMEFTRE  Ha
BERRZEEY  RERRH L REH

BRERE B 1999 5 7 RAerr A 8 ik bk B B 2 o B
4% (plasma pool ) 48 # 47 HCV RNA = NAT # 8] -
HBRABEMEFTTHATER - BAMEARCITEMAME
£ 2R bk B BN 2002 £ 6 B AT o A8 Bk
47 HCV B HIV NAT # 82 &4 o

HRBERFREBRIZZ R FEFILT EHN HAV &
Parvovirus B19 ¥ JE £ R HFZH X A3 L H B9 L
MR IBZ EFACFEARNAR > BAr S BHAFM4
e bk B B2 RS & F Parvovirus B19 854
¥ 48 FDA £Rkab6afE+ B9 48 H£<10*
geq/ml * XM BEH B FAEX EHREZL A <10* TU/ml -

B NAT sei42 84 WHO A BB RELEHRE
BECHBEAHTRE ARRGRIAFMBEEES
BRiE#EEHE - BA] WHO R ARB R EMBEBARAZE
¢ HCV ~ HIV-1 ~ HBV - Parvovirus B19 ~ R H& £ 7%
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iR E e HAV « 28 ~ 80 - B KREBSH 4 NAT
WA ZAFHBERREZELRHBL - AREARE
"AaB A BAaRE B2 REREE > 3 NAT 42
BRBRBAREMG NAT BRI RFHBR FIZE
o FAZFBREZRAM - AHLHRE 8 £ HHE R
RENEIAN R FL2EHm2 B AFLELADRR
(HBsAg ) B RAZ# & B 3T EAARE I %% 5 NAT
BEMBRBAREZUENAT RSB A Z RS BZE

=]
oo °
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1.

bk 5 £ v EPFA/NIBSC #t3f 4 & WHO SoGAT 4
%o BEZATRE EE S B BRI G 0
SoGAT €3 & NIBSCE B S AFREERBEEME
o AERRFEELH WHO Hurt €% - Eian
SRBBI- S EAREMTEHEE  FETEER
RIEIF M4 o IR HE ho i HAL B R R RSB IS4 8
GHe -

# dn ik g% 5 NAT AR BRI FINAR o 2 o RARER TR B A1
RAEH REABAPSELEALS GRE > HBITIH
2 E i NAT GARBHERAECERAN ~ W5 >
XEZER LA KPR E BT P EORE S
COABTHAMARTIE FEEBRECREF
NAT #&BI PN SR ERARIA B » 3 HZ T2 -

BATHREA 2001 F3 AemERNELR ORI
ANZ R BB BBk & i 3R & HBV ~ HCV & HIV
Z NAT %8 - 2R FETEHMEL ) 2 R0RHEH
B 2002 F 6 A AT4RE & RH T HCV & HIV
NAT #plZz &kt e KRN 90 £ 11 Andtz TAR A
RURNERBRFELRR, CREE Lo RF R 2R
b fa B3 e LA NAT 48 HCV 2% S48k » BB A
4% HIVNAT AARBIBER  URSaREHZEFL

e A



