IEA R R EIgEFAR e Sk B Bk
Guidance for Allergen-specific IgE Test Reagents

107.11.12
(]

1. *hﬂﬁrﬁ”%%¥%$ﬁﬁ$”wwaaﬁ»@m’ﬁmyﬁxﬁ
REFARASARE ADPRBREWGTRZ TR EFAP 225 -
A3l ke sRATRRAE THLE R %&xﬁﬁﬁﬁ’” FE M
PEMERLIRET - RF f*lﬁsfizfﬁﬁé%%ﬁn ﬁﬁ*i EfRRRNR
FHRETT (FRADRBR/ARAFRR) 2F#

2. Al RBREFLFYTR L RPRFRP f:fr’-' s!  RER{HAET
It FREFRAZEL 2 FAARMRASE L% ~ iFr RE
BEFLX2PIARE R RBPFREFIAEMNFEP 2L %R (3
TRA DRI [LTRAFTR) FA ¥ 2pilaa P (A7

3. Tﬁﬁﬁiﬁdéﬁ?‘?ﬁﬂ%?%%ﬁﬁﬁ%ﬁs (FERIBAEPZERFRZE 4 TLikdg) -

PR RBRHRREIREAET -

4 BB RARFTAFIREEA P > RN RSP EEZREL > NG
FASPEFRELER2ZHAN -

5. % IF/PJF?—E'Q\T’*;}' 3l 8 4 72 3";)1155#\11 J:R"F‘i’ N : - ﬂé&ﬁ 74 =2
S A 'Hr'ﬂ\:fpsl BEAFFY A EC 3 ‘M{; ’ 'ta'ﬂs,g& kR K
VG El R Ak ot X A E R R auﬂﬂ GE&TER S8 T T

6. MR ® LRRES BAe@ A FIMA R R AR R()ERREY
B RS RORFE 2 EFH S Q3 E 2R BRGRB AR 2
ZARM Y RS P PR AL MR RRRE S 2R By

7. 4o SN FHRTF B3 ok SBE T HRERS W RE FRATRRE
ZFTRIF

- AT ZFREHER

3p 513 * >4 (Total ) IgE %2 iEac 45 8 44+ (Specific) IQE & %5 o

S RRIET FREIALFLENISLLAFL BT A FY

~2 &R &) RN
C5510 é',u ﬁi}v JJ:}W A> G M:>Dz Egu Pé‘%?u -*L»il-\ 2




A>G> M- Dz2E#L%E ﬁuﬁiﬁ}ﬁA’G’M D2 EAL KR LG

e AL BAR T ERT 7 kR L
(Immunoglobulins A, | # 2k 3+ A> G M > D% E(s i 42dl) o 24 iR
G,M, D, and E 4B a1 ks AN D
immunological test LFFUR Lo 4 o

system )

C5750 i chy | MehbiLiBach = (RAST) LA % 4 503 2

ENG R A AR IC P F RGP BT
(Radioallergosorbent | & srdd (& = AR F G ergid)e pt il E 3 B4

(RAST) immunological | **Z %74 #f ~ Eac2 H 8 WHIRE F o

test system )

m

S AL B HE R R TR W

1. ?ﬁﬁﬂww,;&w\’&%%’é 7o HRRIR (4ot AP & B MIgEFAE 2 /R
pdit s T X RN %ﬁﬁifk‘ﬁ('ﬁ‘?: ’

aghlwr}; 91;.\.;111:,.\.,4,,\ (ﬁr-#m@‘ﬁ%ﬁ‘”g) kR 'E_FIA\LL"
R AR RS i e A S
ﬁ@ﬁ%~@ﬁa%ﬁwﬁ%ﬁ%go
@ﬁﬂﬁ%%ﬁ%@%mawﬁﬂ%ﬁo

Bfched o & it R Ko EFE
wﬁﬁ@%)wgawwéw(%-hLﬂ\wﬁﬁ)

B Rl RS R b ehin L

©CoeNo AW

[EN
©

LI S R RIE

7P B~ 7 R e TR O ErEIEE
B %%LE
1. =R Be b B o Ndoif * & 4}*"}'/‘5& Fﬁ}%
i I E R AL A T B AR E
( Method Comparison ) 7 4 (2017)1
AN AR 4 R M IgEFLAE 6 2% F
A 0 EFH K& E 506 w7 7 % | CLSIEP09-A3




Rodrites F LEBARE R EIQE
FURIRPIIE B > FIiRAk T A B
FA 5 TR e R o

(2013)°

2. At @R

( Analytical Sensitivity )

F sk AEm L TR I e
ERERPE S F - ERRNI
L ipl3R20=k » 1190~95% s 1 & 2ok
BOITE B MR 2 BH 5 T

R oH 3 3
B AT e
7 4 (2017)*

Bierl o fIr SRR »w@a | CLSI
B0 R o R R P E R I/LA203-A2
+ e jpl4& 2 ( Limit of Detection - (2010)
LoD) * CVES0%NIL T | ¢ g gp17.A2
( Limit of Quantitation » LoQ) - (2012)*
3. &Mk SHITESE TR RADENES | WALUF R
MPFEFTE o BRRERENTE | BHMARE S
(Linearity ) B RLER$FH & ¢ gk | F4 (2017)
RAe e 7@ SR Sk o
3= iTLoD R @ik B chik i | CLSI
FIEE o I/LA203-A2
(2010)
CLSI EPO6-A
(2003)°
4. KB R R OE M R R o BT MADEFR
( within-run ) ~ 72 & = 3 if | BH A%% =
(Precision ) ( between-run ) ~ & p B | 4 (2017)
(within-day )~ £ p (between-day )
TR AR - CLSI
I/LA20-A2
bb kR G R R ¢ | (0100
4 %Hjﬁ W R TR CLSI EP0O5-A2
RE (2006)°
CLSI EP12-A2
(2008)’
5. AYTHRIE FHT NG AL I F peilEach | WL EF R
P STt T blde s 24T | BH AR
( Analytical Specificity ) WA B MIQEFAL IS R A ~ | 4 (2017)
IgA~1gG~IgM~IgD ~ 73 & ~ & Pg ~
#7h BF)5 (RF) 2 #4¢ % ¥ e | CLSI
OB e SR (TR o I/LA203-A2
(2010)




CLSI EP0O7-A2
(2005)®

6. &4

( Hook effect )

F5 R R ATE R A 7RI -

39 TR Y Y ) Y L
BER R @YK BB
VLR ARE RE o

W TR R
3?%2‘556%":‘
440 (2017)}

7. ®’r /5§

( Calibrator/
Control )

Quality

‘fi‘—"a‘g’HP\ % #éﬁ“'é FRE S rr"F!
PR ORRMARM TR ERR A
F a2 TWApEFR EH R
FHIAE ) THALEFRE
o8 Bk | e 2o

78

g P BRI RT 5
5 (4 3rd WHO International
Reference Preparation (IRP) 11/234

R G %g I%‘
Eit EL % E :‘
% 4 (2017)"

WL F
EH L &
A (2014)°

WD F R

for human serum IgE ) 7% 3 i > | B4 & 4L

HpZE LA A PojiT ik I

(2017)%
8. WP 2 L ROEER TS 54 R IER U | M DEF R
Ay fLenfgf izt (ol | BH A% T

( Specimen collection and | %:g g - **#;;—,;f; Sk IR R | A (2017)*
handling conditions ) SHE) BEGHRE
CLSI
I/LA20-A2
(2010)°
9. = &L FEHa a2 Eovp L | WA LEF R
ErEETORM s | FHAKRE
( Stability ) S FAL 7 4 (2017)*
CLSI
I/LA20-A2
(2010)°
CLSI EP25-A
(2009)*
I1ISO 23640
(2011)*
10. #& % SRAF THUALEFFEM 2 | A DEF R
O HE %8 R B P2 H
( Labeling) W 0B R OB
TEEHEL 2R LN E | (2015)°




Eooblde AR Faig R Wi
%&*ﬁ HEHORELicks

Ephk-me ~REEIRIRE
ﬁm%ﬁ@i%ﬁﬁw & ot
WATRIF S & E IRk R R B
W 2 BRI RREER
Rl - 4395 o FAERP FEdn 1 R
P2 R U o Bilde 2 T Bl R A0
Edp (4o [ 3K BACR Gd
%E%F'& ‘a#ﬁqur;\k\ﬁq__@
‘,}J IL}%@?_\:}m}fizﬁ - g:“% lﬁf%lﬁ;
FRES o

l‘;{eﬁ

L w2 erd ok B4 4% ¥ e (2017)

2. CLSI EP09-A3, Measurement Procedure Comparison and Bias Estimation
Using Patient Samples; Approved Guideline - Third Edition. (2013)

3. CLSI I/LA20-A2, Analytical Performance Characteristics and Clinical Utility
of Immunological Assays for Human Immunoglobulin E (IgE) Antibodies and
Defined Allergen Specificities; Approved Guideline - Second Edition. (2010)

4. CLSI EP17-A2, Evaluation of Detection Capability for Clinical Laboratory
Measurement Procedures; Approved Guideline - Second Edition. (2012)

5. CLSI EPO6-A, Evaluation of the Linearity of Quantitative Measurement
Procedures, A Statistical Approach; Approved Guideline. (2003)

6. CLSI EP05-A2, Evaluation of Precision Performance of Quantitative
Measurement Methods; Approved Guideline - Second Edition. (2006)

7. CLSI EP12-A2, User Protocol for Evaluation of Qualitative Test Performance;
Approved Guideline - Second Edition. (2008)

8. CLSI EPQ7-A2, Interference Testing in Clinical Chemistry; Approved
Guideline - Second Edition. (2005)

9. WALEF R EHRL SPAE (2014)

10. #hLurF R B+ g A A R (2017)

11. CLSI EP25-A, Evaluation of Stability of In Vitro Diagnostic Reagents. (2009)

12. 1SO 23640, In vitro diagnostic medical devices -- Evaluation of stability of in
vitro diagnostic reagents. (2011)

B.%ﬂ$%§ﬁgﬁﬂéﬁﬁ%%ﬁm(mw)




