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Guidance for Influenza Virus Antigen Detection Test System

110.10=> &
113.3.141z &

(]

1 *rAE® rg,;y;%?ﬁ- R AT Fir 2/ ARP R EF R BHF
FHRARLRE O B RRAR TR SR HD LR FRE
HEHZEw? FRPRPENMZRLALL-RF TR fﬁ%é"%“’%f#“ﬁ
T2 2ol RARERETG (5 AP RIRE S RATE R TH-

2. rEABRFRFLEFIFTHT L REHFEPAT B> RER{AT
iR FAAFRAGES 2 FAAAMRAESZH22%E ~ 1T R
BRP2ZZ2MEIANME R RRFREFAFIHP P2 R8T (3R
BaplEE AR R) T ¥ A AR LA

3 MARBEHE? HEFRE (FERBAP LERFPRER H3Tikdg )
S R hRESEIRESEE o

4 el EFARFAGIRBAL RN REPFREREL U
FASFPEFRRZIR2EHN o

5 LHRBI ARSI FE AR ATIREY o Ll EF e Y
TRE AR AN LR A R ORABFF VA RRRE
Bt A b 2 S PR PRI L AP TR L 4

6 WdEFRTLRFE I B A IRRI YAk & (1) B8R
o REAEUSEFRES R EFR (D EER S RS ¥
FORIFES 2 ARB Y RS P E IR R AR L SR PR 2 TR B

7odrd SIS TR B AL ARA T RESC AR EF T ERATERSE
TR o

- AARETLFREHER

AR {1 A K 72 (immunochromatography ) - 2 TR O & SR
LR P ﬁﬁ FERE S piczig;¢;;t;§ “H B AH B S PN LR X - B eIt
Eop& & FH R R P R o AR G NI p A P R
& e



S RARRT L FRBHAEA BF I HL S 2 S E

A
s

: C.3328 ik ),%4#@%' - 4 00 % st (Influenza virus antigen
detection test system )

Fu) g RA R RR kS RE R E G er g B Rk o

i

Z - A&

N o ook~ WD

10.
11.

"

BH 2 Wk et tiein] (Poid &g ) ing & o OF R B

PR BB R A R A PR F RS L R
FHF LG F R RRLPL ATHEARLF R OIS TR T
BB R F R B OB d R A L R AR Y
o 7R EREMERERE S %ﬂ&iﬁ% T Bt A
RRHFREEANERILE RE LWL BT

>

"

ol H e

E A R TN T AN TN T

ﬁﬁ*%’ﬁ9$@% DERRRRA AN TR R
R RIRE D GBI R R AT (4o fF sk
) o XEEE o

TRHp e H X f (4o : & %;ga.ﬂ)

B enst i (4o iR AR L ET)

W E 2RI o

ﬁﬁ%iﬁ@ﬁﬁfﬁ%@%o

H pRIRE R }?3-* Al w] i - Mo
ﬁﬁ”ﬁﬁ*iA*Q(%-h%)k&‘ggﬁ NS
BRI OF A 72 B TR

BB S B HEE S I RO s S e R
B o
Rifehm o EfEE SN e e A H 2 R it
etz HEpeR® LAAHAS

Wik 2 PRI 0 BT A R I S i i
B fRR S REHEE P

wHRE R 2P 2 HI L EA o

i3

~
Fild
=



N E A

FUPCRYGRIZ & 5% 32 REH®
FEER 2 FREMEFLAFY -

<)

e * AR AL R BEFES DR
o R PHEE O R S
FATF EAE T L RHEEEH - RIA
AnEpA R BH &R * 15500
Biite R RIBAIRE 4 ik 2 BH
Pl ™ 3 2300 ikt & s
I U N R K KR L b

R A ARRER RN L S NPl A

&

EEFALR O LML gRARASE
Bl ABEHEEE - RFRBPETH

&R

(1) 3 MPCRiAS % = 2 % » #AZ
2 BRI 2 B - R R=80% >
HO5% G ¥ % B T LR =T70% o £
- R & =095% > #9501 4f F AT rL
& =90% -

ARV BAL LA
% 95% fE R @R % 95% f5 4 & Ff
TR TR
Btk — 8k 80 70 80 70
Bl -k 95 90 95 90

QEJEBEEEEFL 2 EH A
AR 2. AR B =90% > H95% 13
B EFTUE=80% 5 BAER 2 &
AR E=80% 0 HO95% 1 #F T FL
B=70% - A3 3 BAln R 2 B 14

S5 A
Bl =N O AR TR 7
7 p Bt~ 7 RE R R e
IR Eif gy ok ke FATASL 0 | USFDA
(Method 4o :ﬁ%i ¥ % 2 (virus culture.) 23 %‘,\é:. = | Guidance
_ i 4 & & ( polymerase chain reaction, | (2011)?
Comparison )
PCR) -
US FDA CFR

Title 21 Part
866 (2019)3




M=95% > HO5% 4 % FF T F k=
90% -

ARV B A
95% fEHER % 5% EHER
TR TR
FaE 90 80 80 70
RN 95 90 95 90

2. HplEL F4E - LS AN 2 AN | USFDA
TR Dol ot o o
) L g Sz aor ] 18
Detection, LoD ) ﬁrf /,' ” 7 ey o ﬁﬁ ,9 ( )
v R A 2 Bk R SRR e CLS| EPL7-A2
ek AR RIRUERPE € 2012}
$ 95%:4 + cbh i % o (2012)
d AR B EE Y S B
Pl TR MG AT ATV S
WRIE 2 A Sl - 53] 2 vF v i Ha il
Z_f & ¥ %8 (pooled specimens » 4-NP
pools) W # o F&E ¥ 4 T £ A
BT zREFEAELER
R R
3. A1 F RME 30w HRII0RAZ] Bl o # A > 51K | US FDA
: . BAI Wi i+ k0 BAZIZRE 45 | Guidance
( Analytical Reactivity ) ARl A4 » R , # "
H1~H3-H5-H7& 4] > BAl & ¢ 3 | (2011)°

Victoria ~ Yamagataz F1#¥ » J5 4 tk kiR
T LR A KA TRR A A o 4cAAHS -
H7% I 3l A F15~ 8 150 A Rl
PE o Y A ki AP A R AT i
®AAZIHS ~ H7 & 3] 2 2 o

b JUR R IR G PR TR 2 IR TR
FAE - TRy H R RE R e
ORI o

BH R %53 105 EFGA

4




te sk g PR A PR e F X

P F AR A 2 FWRE R
FEA VG £ BFLmE R T
Rkt 2 T =R - =62 S RAE L
™in silico™ 4t i«i‘%r}ﬁai BB e
PR AT R A R U E e
o TRARMAR A RS BFER
TSR TRAE L g A S
TR RPE R TAREFL p
B e

g

4. BATHFRE- 2R
F s

( Analytical Specificity-
Cross-Reactivity )

EHEFE RS AR A Tk R T
¥R E R 4e @ Adenovirus o
Human coronavirus OC43 ~ 229E -
Enterovirus » Human parainfluenza type
1-2~3 > Human metapneumovirus -
Respiratory syncytial virus » Rhinovirus »
Chlamydia pneumoniae -+ Escherichia
coli » Hemophilus influenzae -
Mycobacterium tuberculosis -
Mycoplasma pneumoniae -
Staphylococcus epidermidis -
Streptococcus pneumoniae - Streptococcus
pyogenes - Streptococcus salivarius °

MEFFELEDER L RS % 10°
pfu/mL ~ s jF 5 108 cfu/mLet { % ) i&
T RFE o

FEHT RAAZNEBIGE A 0 &7
PLAALE a0 BRERR R
JERES* > MRERLATE LT HRBIZ A
P 2ZRFaER F g

US FDA
Guidance
(2011)?

5. MR- T4

( Analytical Specificity-
Interference )

FHBLIRPTEAFFL T T
P B o5~ 23 7L DB Y
ARE R 0 JOVERE R E R B vppEA
Tk B % 5% B REREkEy
Bt v RS R o4l B up 4

US FDA
Guidance
(2011)?

CLSI EP7-A2




FoRAE BT ERT O 2ERAFE -

LAlNpA R DU 20pE tho e
ERITTRA R Bk KB iTFBTR
TE 2 —‘L;,%#gﬁz“ﬁ - &E_l;l»%"?
ik B RR o

(2005)5

6. R & PP AT R B oV TRk L | USFDA
#7773 (pilotstudy) eReceiver Guidance
( Cut-off) , 2
Operating Curve (ROC) 4 #7471 3]2. | (2011)
iR RATR 2 AP M AT R T g
B XA E A EER o
7. BB L3RRS g Al m 2 B US FDA
. el Rt s PAREGE ~ p B~ & EF | Guidance
( Precision) 5 N 5
A RIS I8 0§ A 44 sk | (2011)
2 2 BB R * P
%;?;:égiﬁggip:&% CLSI EP5-A3
moRE Ll I M R R TR S (2014)°

AN

B R A AR R BR B 7R
#I05% (Farads) &2
RF2AR T EARIES PR LA
W3k 0 xR DA 20 ITEE
FEAFRE

BTRIGER 0 D0 @ R T Rl
Bop+ & BAW Rk E et 3 AT
W F3fER (FkE ~ MERZE &
A PR E)

o x4 (highnegative) | 48 :
B L 175k R MO TR B
B0 P R E A RS 9
05% i 5 L IA M » B% s & L 1
‘r’i". o

o T4 (lowpositive) | ¥4 :

Wens 7 kR 3N RE EE
P LA AR % N5 95%:




Bk LM B0 S L A o

« ¢ K (moderate positive) |

%A RS ER N RRE
BEER 2331 5 ¢ 100%c4
BLHE

8. & M % 3 % (1) w3 US FDA
FiF i
o e s 08 By asprgn g | CUAN
( Specimen Storage and | #7 % ﬁ%m%ﬁv?“' cRE R SN ( )
Shipping)
PP () g
YoiE ik R EER X L R H
SRS S
9. I HEFH 2 G FhE T e 3 CLSI EP25-A
. ELIRNE - £ il e S N S 2009)’
( Stability ) R T A ( )
ISO 23640
(2011)8
10. 47 FRAF THALEFRERS Cmm | W B EFR
. THBRA o E e v W
( Labeling) R *;; o ;
, R
TE BV E R ET > b
do US FDA
o e L m S 2 L Guidance
o XFURFMGEBE BRG] (2011)?
B o7 & AR Y PR e
R AP ESETE ALK US FDA
BlEEFEHE > 2V IT5 5k Guidance
B BF g mAR 2 B (2006)™°
o g iR MERE T2 T o US FDA
fetlY md Rk REMIZF Tac | Guidance
RGEEEE - (2009)*

* EAREFEIE
:&;E;EIJ ]’Ey'_ o

PGP EEE L

© CEERAI GO BT




o N RFSRTAANIRE HE A
PIB R £ 2 AT 2 R RS
BEHRBERT N Y AR T
oo RE A SRRk
AL BN e S S e

i~%
1.

2.

10.

3o

WAL EF R EH A% Y 4 o (2021)

US FDA Guidance for Industry and FDA Staff. Establishing the
Performance Characteristics of In Vitro Diagnostic Devices for the Detection
or Detection and Differentiation of Influenza Viruses. (2011)

US FDA Code of Federal Regulations Title 21 Part 866 Immunology and
Microbiology Devices Section 866.3328 Influenza virus antigen detection
test system (2019)

CLSI EP17-A2, Protocols for Determination of Limits of Detection and
Limits of Quantitation; Approved Guideline - Second Edition. (2012)

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

CLSI EP05-A3, Evaluation of Precision Performance of Quantitative
Measurement Methods; Approved Guideline - Third Edition. (2014)

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

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

i Liéfr%?:),%: B 2 WmPF %E R (2021)
US FDA Guidance for Industry and Food and Drug Administration Staff.

8




11.

Class Il Special Controls Guidance Document: Reagents for Detection of
Specific Novel Influenza A Viruses. (2006)

US FDA Guidance for Industry and Food and Drug Administration Staff.
Class 11 Special Controls Guidance Document: Testing for Detection and
Differentiation of Influenza A Virus Subtypes Using Multiplex Assays.
(2009)



