T T Y —

iy i

5;} d& LS
BARPRERBEMERE N

108

ST BB R H2&TIR3F [T ——y

XA EATHREALAELE

Hx A PERBIMFETA2LAE
#Hx ek FDAR 7 #10416056834%

RS TS P T T %%HJVriﬁﬁm%%“%%%%HJf@

rhﬁh%ﬁfi%%%J&r$Aﬁﬁiﬁ%m&%%ﬁﬁﬂ%J#@E,@%ﬁﬁ
IR B &1y : g

EE AR TABARBRFRISE B REM ) F4RE
B 5 M AT

AR ATERFEE165% o

N

— BRI EREHZRER K AEITR DA
BARBRERIDHBEREM, -~ TLRELARIDS
BB B, > THREBREAERRAL AT B
A2k R B3 FA4B BB B MR R B
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HELRALAES 2P TERAEHBELERELG HLBRBREHBERRL
G AATEREMBERENT 2T EASHBERELE  SH®TE
HEMELERLENE  SHBERSMBERELNE  SLTEHNAHKWH T
LLATEBAIHG “REALHEMER - WL EHoHERNEXRHEET S
LN OBERELNG ML TEEOHERELNG METELEOHEFR
NG o PTRAEOMERNLEANG - S PRl omERENG - 60Tk
HOMERENEG ShBRER oW ERNENS  AHBBEROBER XL
o mpTEH O ERELNG MEEALB T EMRER T O MEEA
BRI LERFEERT S HEEALGEETFHB T MOEABESERT
oo BHEGE AR B T EHMER o BMEE AT E RN R IR E R BT R
P AEEATEEAUBNE  SHoBRAYMAHRERRSME FRAR
ﬁ%%~é%ﬁi%&%%ﬁﬁ%ﬂ%&@‘%kﬁﬁ%%%ﬁ#&@*%@
BEAEHERENG EYTHREVERAELAG S TREBERELE
hAGBIEEE_MEELES UM LERARERS 6MHETX
AEHLITERENG GBS s  FPERBAVAELRY &~ 5%
BEBEMTERENG TERBAEAM ELEG TERBASBA T L4
LHERME  SHBARREENE sHENERMRHET - 6 BEEH
EFITLRLENE CHALRBRHABERN G 6MABREHBEREL
e ST LARCHAANEFHM(AEANERASHLAS)  GLTHERK
THGe WERFT
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ABIRBRFRISHERSHEWER
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1.

FEESG TRISEHBRBHERT LAl ZHAAR RUERBEH
B & b BB AR 0 BRARAT AR R ER AP A6 AR I TR AT R AT
REZED - BRBEMERBLTHFREBRCAMERZIAL - AT
BARBEELEH - T REMBBERE T ERETE (FBRAMARR/
REERFEE) 2EH -

ARFERERATZSA TR EHEBFRONAR  BEHENBE
KR ARGEAAMRERY  EEABBAALETRIEE - FRARE
gtz oA EN EREHREALETIAB S 8ERE (2
BEARAT RIS A/ REERIFAE) BH  AAR RN A ZHER -

BERAT RIS T A BN (2 4R HA B 4B H R KL H 2K
#) ~ Fik - BRRBREHERBRAET -

BERTEEHECORRITEE RBHE BRI HARER -

MR ARTERFRRIAL » BRI RA SN ITARE B
KESMBEAMEZR2RAME -

ERRAR AR R RRFIZEFHERTARSES  dERNERATHE
R wAARERRFISE T RCITHRSE  ERBRASTTRAREE
FAm A8 B SRR AR AR E LR ANT R IREZIRE -

R Bt A Z AR ki BRAEREMFISE HEFRR AR FREE
BB ERBRART AEEL S QR EERN BB EERART %
BoAE ] SRR AR MRS SR A SRR A 2 AR

Wk FISETHAET  BLIBELCRERA R BA SRR R
HATRI -

AEREFAZBREHER

A A AME R AFE S R IE R SRR BB LR AR KRB A 2 R Ak
DU E B EM - wEM ER T THeEREEERAN SR T T8E > RESIL
HFEEm LA -



AREEEANRTF BB FPEMNAZEIL TR FIAB RN RS

Mo REANMERFETTHEABZBREM > Flio  RAEBERL E ahiapl
KAWBABEILETBRERLEAOHITH ARXEFAEANTERFETEHA
3R IE T A A o

ZFAREABREMZIBEFT AL I B IR RARELET

kL rE L C.0004 AHE LR B % 3 @ F 3% (Human papillomavirus serological
reagents)

éﬁ*/%] D AFE S R 7B % 5 (Human papillomavirus ) do & 3 B 4508 R dudiF » A
dF R T ETHAF T ABRARBREFNIE - WELAYNDE T ZER
RAEEBF) R BREF TFEHBENFRITREEN -

BIRHEB T E %% -

in

~ EBZ R A B MR~ AR~ B

I faIA® > EREF e RBRN sl - SR ERE L% TR
A~ AR AR -

2. B EZ I o

3. BHZAAAR  MRERTZRERSEB L -
4. THORBEBEARERET A -

5. BMBERERAME -

6. WERTTHREHN THME -

7. EHeEl OB ELROKNTEFE -

8. BUPFRAEA LATEZAAMAE S -

W~ EERATRIE

% H A ~ T R B R EAT R SA 15 5] RIRAARE
1. fg 8% R A A RF P M B2HPVAE S | US FDA guidance
o _ DNNMWA%%%(ﬁmwmi)ﬁ (2011)* & VA
(Limit of Detection ) B 2 AAAAEIR o kel 0 LA




AR EEARETRIHE - AR
BEDNA R/ R RNA 44 7T & A &
HRERIME - ROLGH— TR
G9HPVE B AL 5| ~ % Fo bk Bk BE 3
M2 B3| #%F T4 ABE £
(Probit) #5 #3t5# F ik o

& E o0 S AR R AR e R 2
(Liquid-Based Cytology » LAF ff 4%
LBC) ##% > 3t B SR e e 8
S REFLBCYL &k > B EE A #
% (re-suspend ) % jE it H 4
(pellet) 48 [5) &4 ik B & 3P4% 18 8] 4%
MR e

EEALBCE Hahtrigd (W4
HPV R 3 &) fm B R 3BT 547 1 5
(4o 2. BERTENIBEE/ER
Mg ATAR) 0 R E E A b AR AR FRAE
{8 ¥R R

EH S #CLSIEPI7-A R A dH
4 % Chitrate) - BF gE#% 18 8] 2] &9 7%
EB L RIBFERAER o Ak
HEREATHRA AR BB E
AERGH i & (0~100%) AR %

B o il - FEMfARBIARIR A T B
Kk ML RA2E3MEAR R HIEE
A& E3ESK FHRIAIBESEKRE -

HefEOABARRIESE G T Fikik
ATRERR D B 20 204E AR AR IRGE
BEWERKRE  UBETEFALE
R FIS% R A -

CLSI EP17-A(2004)°

2. EREAAME
FEIERM
(Within-Laboratory

Precision/
Repeatability)

LI EF A BN IR (o
Bl THEE BB AR
), 2hER R2EIAER (£F
AR ) BRIAT2 kiR B
REBEGERERIT2ERZIRA -
BEARRKNELIEZE D 2 RESR
BMIEAEEE » BRI 3 SEERS

US FDA guidance
(2011)* B V.AH

CLSI EP5-A2(2004)"
CLSI EP12-A2(2002)°




IIRE A E L - B REZRE
W AR 2 T - AR R
£ 98 B AR > LR R AR AT B
Z B A PR B2 thdp] o

FEAZ IR T ke #8 SAZE 3 Jb 09 oA
)

v REEIL 10 E20E4 B A
BliAAx A 4 (panel) » sbigfd
to i eA T EAAAY
BAsm ey HPV AR A > A6
Ao B BRI Rl (HERR
# % 48 (medical decision points)
FRMRE) Reg Tt E GF
RARRAIZRA) itk -

v RBAFR I E IR LR
1 ¥ ey B AR B8 (4% HPV & 3%
By dm f bk L 8 HPV R Zeay T #
£ | itk (4o Jurkat Bl ) R
GEE M-

v & E &SRR K18 HPV
BRG] &R A s RRT R
F » *TFH HPVDNA & &

(plasmid) s RNA sk R
i gL R A B9 AE -

v BT EERSGARREGE HE
BB BERRERE
b v 5] M 6 B AR AR B o 3 SbTE
PEEE AR RS IE & A W E B
Ry DR R RER R BIMAE - BRR
M B oT 8 fh AR A B2 (sample
pool )» AR BT B #) E0ARiE &
BB R ORE -

v ZESLERLBC R Aldia
Bk R/ R AR OB R AR A &
ey R ARER e AR R TR
TR RS RIE
ﬁ!g o

vV EHRAEARBEELTED 6




ik B 24 HPV AR A >

LEHERIMAR R FEEA

AR oo TR 3 MR R 8k B X,

B 4o F :

e 1@ O0BE (zero
concentration ) #x4% » Bp A4
PR Ey/RoR g A

* 1@E&~%H (high negative)
R BP AT e AR R e B
PER R E > B WA E A
WP OSHERAERM S
WERAGHE  EHAAHE
8 CsiR A (4o @ f£BpeF PCR
BB o AR RIMR
EXRSRERREN 22
T

o 1 & (low positive ) 4%
B BTSRRI R e
SREAME AmAeER
BT H ISKERER
T kAP AY Cos B FE o

o 1 @¥%EEM (moderate
positive ) ;A% » BpAL & & 3]
R & 100%9 8 £ 55
(4o @ FFRIMRE & BEER
BlEe2 Z234%)-

S5 BETEAR % ] B 2 4B Sh 2R A B
ELR 1B Py ERR SR AT 0 A
BB T3 BN, BFE

3. AHE
(Reproducibility)

FAF TR Bakst .

v E3ERERRME (4o 218
SRERR MRS 0 B 1 AR YRR
HEE) BATHBRMMR -

v OBITS RWHIR BRED R
2 KRRl (P dEsish B R R
A —RAE SRR B
BT 3 ERF 2AH -

US FDA guidance
(2011)° & V.A#

CLSI EP5-A2(2004)*
CLSI EP15-A2(2006)°




v BRASEBREBE VAR
LB HEEBATHRAB] -

v R T2 BRENSBREE/E
B g Pl e R 3R B 4R R AT
B IR E, o

4245 2 A8 %) R M EE B4 AP
ABRMEEZ R HETHE -
KA E G B AR DR BB
A Z e o

4. TXRME

(Cross-Reactivity)

JERIFA HPV ST £ A BB R 2
s (458 hMEiTEMIER
TR BRI THEHTXRE °
e AR ARABBRE (A F %18
&% =10° pfu/ml > % i 8] & =10°
cf/ml) R #4734k B B2k 2 5% B g4
Y #E FE B A (titers) e 4o H AL
HE 3 R T R E ) 95 R AR T A
WIAFFER 4o | A EERIEIE BT
TR > RAIATRIT Y
# 4t (probe) /3]F (primer) &4 5
7 AL E RS

ZELERHTER (2RTHA)
% 4% HPV X B A %) > R AR sk R
AEAA Al - {2 d LA AR 69 R A AR
MRABERLELEZHEAFRND > £
FEAEAXIRE  HAEMHTHA
BlEER AR —F# HPV AR & 7 &)
BB 8RR 5 A TR
MM T G EERRE -

BAANTERIIREG M E Do
F

ABIRBERE

A 5L AR AR & syalpha-HPVA E & 3] - &,
3% 1 HPV 16, 18, 26, 30, 31, 33, 34, 35, 39, 45,
51, 52, 53, 56, 58, 59, 66, 67, 68, 69, 70, 73,
82, 85

HPV 6, 11

ESTAEAR HETRA L XRE (REHE

US FDA guidance
(2011)* & V.A#




4148450 E (probe-homology) 4547 » 4o @ blast®
MEFRHER NABEHPVEER R -

FiemEm:

B # (Adenovirus)

RRBH T T —
1 (Herpes simplex
virus 1)

E %a 0% 3
( Cytomegalovirus )

A1 (Herpes simplex
virus 2)

AL R R
( Epstein Barr virus )

=R

#EH (Bacteroides | & 8 L % B
spp-) ( Lactobacillus
acidophilus )
thIEERHA #hom # H B
( Bifidobacterium ( Neisseria
spp. ) gonorrhoeae)
YRR B HACAE T B
( Chlamydia ( Peptosireptococcu
trachomatis ) sspp.)
HAKAT BB St R (Proteus
( Clostridium spp.) spp.)
HEARAT i B BERER
( Corynebacterium ( Pseudomonas
spp.) spp.)
REAZ REMERA
( Escherichi coli) ( Staphylococcus
epidermidis)
BARE B aREHAKE
( Enterobacter spp.) ( Staphylococcus
aureus )
BHER Hekk
( Enterococcus spp.) ( Streptococcus
Jaecalis)
HRAE AL M 4R TR
( Fusobacterium ( Streptococcus
spp-) pyogenes)
AEHRBR £ 03 4 K OH
( Klebsiella spp.) ( Strepfococcuis
agalactiae)

Fib

& & &%k # (Candida
albicans)

i R E &
( Trichomonas
vaginalis)




5. F4#

(Interference)

FEAE I BBR AR AR B M 2 T4 R
B BLEHERED —HRABERE
$6y HPV AR A (4w * HPV 16 #
HPV 18) » BA#AT 43 P55 -

AL R AR A ST EE R A
18 (BPARIE M Cos IR JE ) B9 M A% 2k 3
TFERAE LA ESTEHNE
TR GREE (BPREMERL)-

B TR T ML R AT iR
EEMEOLATIENN  KEHKE
MANFE & 58 (aliquot) &8 XAk
J 0 48 BRI B 4 7 — 8 5 R A
KhoTiE4h - A AR THERDSO
EARBEHETERRBEDL4ET
R UAREREHTFHEERERE
HAZMRE SHIERER » R

TN BERE - F8HEFE N
RBE AR EFE—FHRR -

EBANTIEPEME 648 - A
$a 4~ & s (1x10° cells/mL) ~ i
iéﬂﬂ» B RR BB ET -

B ET ~ REEER o HRR
“ﬁf%ﬁ‘ﬂ CBRENERZATEER

US FDA guidance
(2011)* % V.A%

CLSI EP7-A2(2005)”

6. ERARRFR
I (R B Bk
BREAGZEH)
(Carry-Over and

Cross- Contamination
Studies)

WEAERRELZEAEFAES
M PEAR B LA AR B AT R & 7
BIRXE D SR o shIBAF R ¥ ARAEF B9
B GHARRE IR BT B RE
T b5 A2 3895% B EB A 7 TA A4S
Fl R BF oY 7 BAm s -

w%&iiﬁ%%ﬂﬁﬁ%émﬁ
WAL AR 0 — R ARG AR R
Wﬁ&%%“ﬁ%%ﬁﬁzwm
Bt REG R R
%%aﬁ%%ﬁizwmmuﬁ
A S AR R R AR AR
'% Elﬁ%%‘}*&wﬁiﬁnmfi_tﬁ%ﬁ{]

US FDA guidance
(2011)* #V.A%

Haeckel(1991)®




By 4m o R TR A 40 B AT LA AR

A
5 o

8. A A BE#
A

(Reagent Storage and
Shipping Conditions)

ZHERRE fﬁ«‘{ﬁ%’?ﬁ‘#'f: &) Al
Har - B EHPEEN - EHK
RERE fﬁljﬁ éﬁ*“%"éﬁﬁﬁ_ v BAg
BARSFRMREETERER
& > RE KB AF BE RS -

US FDA guidance
(2011) % V.A%

CLSI EP25-A(2009)°

T BT REE
& A

(Specimen Storage

AW ERBRGHEANEH B
PSR BA AT B A AR AR OR TR
BEA o E SR R B ] B 6 AR R
**%ﬁi#xa%&m#m WY AT AT &5 R A8

US FDA guidance
(2011)* EV.AH

and Shipping .
Conditions) il ‘sj i(.é’] @Fﬁ@%ﬁﬁ_ﬁ{%ﬁm
F“—Zﬁim&ﬁﬁxﬁ JFL‘%#J@HE‘J%‘
9. &% A R ey ¥ EEE Yy - 58 | US FDA  guidance
e s E SRS E R AR - | (2011 FV.CH
(Controls)

TE R TR, A H
N4 #HPVA FDNA> 4 52 % &
M EHPV RNA #2654 (RAGBIAZ 8
ZDNAZRNA M ) Ao HLEE KM

BEAMOHARETRNEE MR - LEH

B JE b B8 BE R F%@%#ﬁ%'f”ﬁﬁ%ﬂii&

FTRIE -

—#mE o mEREELS

v OSNER LB AR A

s BEMHLETIHRE I NASETY

88 IR R A E E AR B A BT
HE -

s HGMKTRE AETHE
BR A EEAR BN
B oAt 245 Cos iEEH
A2 04 A2 B P B @ AR, e

v NIRRT NS AEaY R
Bl B R 7] - £ R BEITIBE
7o G1AZ g AR EE A R AR e T XAk
ER AR -




B~ BRARHAERR
(—) ERANS EH L S5F T

A EEARGHE A E N R A R G T @R e LR35 5] e D 2B 2012
updated consensus guidelines for the management of abnormal cervical cancer screening
tests and cancer precursors @ AT H & b @ dF g b B ¥ 2830 7] ) 35 P oL B
/\ o

(=) TmMAR

HPV 8 S#H S B2 B MR > 2205 T3 B BmR 2 8UR1E3% > BB R
MEEMEREEN  Hd HPV EMHRA 2 &R B TR ARS8 B
LR ETTEER AR - HPV 35k B4 2 Fa 8 A2 7T A 8 A3 a9 4l 7 &,
(W Fikz "o G4 A% ) BEERBEASERAZ SRR EENEMS - LT
B E SLTER A R A L) ¢

[# b & ] HPV A3k B & — R [Hl7 3 o4 F2 48 | B At e dm ] B2 A R i
AR T RmA T 2 5 Bk AZEFL KB % 5 69[DNA ~ & RNA #4k4p] o b7k
TSt SRR AR B R F AR ER AR BT ARG -
il 7 b B R ] 6 F B SRR 4[5 AR AR R AR R IR G BAM e FEH] -

A M Bt A 64 38 B2 (Indication for Use) A& -

l. BT ehepEmELERA ASC-US (RERXERZIFABSH K1)
( Atypical Squamous Cells of Undetermined Significance » $A T #§#% ASC-US)
ZHd o RHRREERE—FEREGERE -

2. HH 30 RU 2L [BRLBRERE T FriamipLEmER 0 A
PR BRI R AT A SRR AELE B R FR A LT MEHEE
6 e B 52 5 30 8 F W B AR R B T R B £ 45 5] TTHE AR AR Ba b d

L3 1 iR TASC-US 4 A% R 2% h "HED, 2HHA
B AR TAHA A RATIE A & 28 50383 ol ig o

(2) "TASC-US 4~ " B4 |, REAFEHRRARZ AR R ANSL EFF
o HERihEL

R RERAL ERFH A B A% ARATHEN TR
BRATARMDHAR » BUFSRERMERZEA X ERE - LR IEE
REM > A B EBOK  BFREARABARBHEFLR L G BTE - AA

10



AR E HITRET M ~ BREBRAMEITAHY Y FH - FEHEBERR - T 580
BB T EREEYE -

e HBERF

BEGRERME (REF) TBERAR FRESE R SRE - ATA S HEE
R BIRZRIE R RET T AAN > EEBERE P =R E R RTRA
B > AAFEI R — S BOEAEABERSE - REBE S T FHE LR N HAE (cervical
intraepithelial neoplasia » A F f#fi#% CIN) 2 CIN2 #2 3 > REiFdF A —R%K
4 & CIN2/3 -

o mRPREAZ

4m i 22 &Y 3R 4 P 35 FE 4 B8 The 2001 Bethesda System for Reporting Cervical
Cytology (2001 Bethesda % #: '°) 37 k¢4 Bethesda % # (ko # #4R)

e HPVEEHAH

A St S #5448 % B2 HPV » JE#E48 8] F % 4% World Health Organization
International Agency for Research on Cancer (IARC) 4 %8 24 " B 25 M &Y
(carcinogenic) ; Z FHE A %] © 16, 18, 31, 33, 35, 39, 45, 51, 52, 56, 58 #1 59 - £ &
e ARFEAAR LilfE— B AR AR BARFLRE - KR E R 0 40
LHEHE R LT RBR A (4o 53 & 70 W20 1oy TARC 214 T X
1B BUE &) (probably carcinogenic) | & " 9T 45 B 2% £ &) (possibly
carcinogenic ) | 2 66, 68 & 73 7 5|47 £ & FA o

e WMEBRER

BB A E SR ZRBIR R 0 Bld R S R 8 R A e i
(liquid-based-cytology ) #k 4k ik » AT A I A 3l 2 BE JK AT ISR BE AR ML AE
% 0 AR5 Z IR Fl AR B SRE TG 2 B R

o WRBHKEBH

JEAF B A A AR E S BH (o BT -~ BAg (spatula) ~ F£
(broom))» BB EH EEAERTERMN BT MBS F 0k - BRIRAT R
BREEFMANG—ETHROBRBERESH  BARMEFRABIESNA - REEM
FI2ZHRUARE BB HRESHAFZEE -

e YRk

PR KGR AR RRAZE B « Bl — 2Bty br B F ik THE— 284k
B FERALCEERET FTTENIIEMT » Flho - ARART RARE
KAS AKX ER (squamocolumnar junction) 897 B, 4o 4T o 4o % 38 o H4b
BBIE  RERHRETRESAEFTREBERAIERREEN A -

11



o WBPRMIR

E dhho ST A A e SRR 0 R ARG LB R AE P R AT AR E > AR
WAL EAT e ta otk dy (Briezh B WAEAT AT 2 B 9B ) A6 8) fm 0240
(R R BBy R ) RAS w2 R EARBEBER el
WRATZ o8 AT A -

B—F @ ARG EEERE ME TS Heneah b iR
sE# (carryover) (3 RAREF w2 T6, R RTIFTHEHR ) - HHR
RE e RIE AR L B EE S B e iR E A sk Bz R A
STEAMZBRELAGRABERE > BHEHERURARTHITLMAE-

o HPV & & 8&H BB K5

HAMRAR S R FEMSE PV AY > Bt F2%  BARLELE A HPV ARA
BITTRE G oL - AL BB AR ATRIAIR T A SR B A B A J)5h
JEBMNIERE EAZM 2 ERAS] (ko HPV4AS £ 31) -

EHERAER  BEL ERYBBEAERBTR 2RI ABER Y 2 L6
B8 RE B I NS IR R, 0 MR W B R A T A A 6035 ML BE L B 4
NFFAE -

o  HEEREIEE I HPV HA

BREEFRAEASLEAMAR L SHBTRGZ HPV AR &R - Fik— AL
H CAz A e) HPV 4Bl 0 B b3 B TIA R 2 S S TAR KB A ik
—Z U A B8 45 R B (Polymerase Chain Reaction) #& tA DNA & & @ R b
BERARAE Z M R o i AE AT —RER - FEM H k= Bl PCR &
MR E RS AEEAAWFIAGESTIAA G AMEE !
v o B E a4 100 B e o
v d PHRED - Applied Biosystems KB Basecaller 2 B {84 &) 8k 4213
PR GG HLBBARANEN2 (BREALEZEL [%REMK)-
v F 3|4 GenBank F & 2 BLAST B 447
(http://www.ncbi.nlm.nih.gov/Genbank/) » $ % # & 7| &, £ ] & 7| &0 ¥ A7
1FH9 ¥ {4 (Expected Value, E-Value ) % /% 10-30 e

R — BB B AT AT RN E R A TN G FE d oy — % > 127
ZHRAMETFLEEM T - M AIEHIRE -

%G 69 HPV 482 PCR/E B0 &% Eiiay b g 4ok 0 353 & HPV
B AR > REMRMA BHART > BERM - FEMRCZEREME
F 7% G A& MR (Limit of Blank, LoB)# » [ PEa94a B4 R A2 HEN © BMHT
A8 38 2] 45 R 4 (R MR 2 7 LoB) » {2 b4 En RN R E A R BH AW

12



A AR BB FE R4 o LR T KB 5] 25, ASC-US B>30 &% NILM (Negative
for Intraepithelial Lesion or Malignancy) & #f 2 th ¥t - & 1| AL R Z B ) :

# 1
PCR/E F w3
& B = R FEER
E-Xe3 [
HPV 154
# 1B 2
HPV & HUE
B e
IR
Hib
(8.3 Rk &)
5t

% E & A THA HPV A& B 2050 60 B3k A o B8 oL & A 5 XA PCRIE A 4
B R E 2 thE » 3 B 45 28] ASC-US A&>30 f& NILM # 2 2 1t %
R o BT 4E CLSIMMIT-A U B E % H3R, -

J«R?J‘;ﬁ'glj 5 iﬁﬁ?\?ﬂ\éé}% (HPV]6 I%‘]‘i ~ HPV1S8 ]‘%:ri ~ HPV16 B HPV18 F”%‘fi .
Bt~ B/ ) 2 HPV ARk A A6 - TR & 2 69 XA R PCR/
S TS

% 2
PCR/ & -

EER — 18 & A A B R B 9%

@%E 16 | 18 | #4 | 16R | 16& | 18& | £

A7) {5 S Fii
HPVI6 g
HPVI8 gt
HPV16 & 18
e
=3t

13




Hib
(8.2 T )

3t

(T)ASC-US A RE AR  RAMR HPV 5k

JENATRTBE MEES RAT 20 - (B G0 BE b B O TA R A w8 (Brtmph S4h %
ASC-US ty A ) AT R5 8 LA S MM s A A R B R R & B2 BR M
RE o MM B R 0 B AR OME R DA SR B RIS BEE R4S B R RO o 3B M AR
R AT MR R A T M AF 0 BLZBAE BV =B A R M e BRI B AT o

o WBEKERARE

HELEAZRARMA@ESE (LBC) 88 » A ARMAR A A ER iR
BN el R S IR REARE] o B R EHITARA IS m A h ek
EHRBFALBRAENEE REER@RERELE A ASC-US thm Ak
B R ARAR R £ 0 B AR RO AL fe i b B LA 0 B 33 o {8 O R B D O
KOBAF —REFERFOERT A HPV Bt mpa % - £ R 2 Rt L
B&R A ASC-US 95k A R % i 845 & S8 70 B B ) R R B 40 AT 4F -

s EBARSE (X&) RE

R B AGAFTIS T A ASC-US hifrir i 2 243 » S H
HPV eg kR AR & - AL - RARBER B (AEPITRESEHR T RS
BEHAN)BEHBANHPY kil — & ABLEEI OB ERELES
i BB R AR E -

B E Sk B AR B 4 B0 IS AR B R AT ALIE 1218 21 o £ RIHEIE A
R0 B TS B Bt B AT R B IR B80T SR o

o ERRMEREIAS

RN 47 6 HPV #6088 > L ERARPERE @45 © BR AR TR ~ BRRAF Bk~ it
BAME ~ R » AR TREE A REE F 45 R AT L BAT R o AAMAR A
31 HPV A& B & 5] 2 4B FL G BRE A2 R R A5 — AR B 4 S 49 B b 22 S a0 A%
o DR RERG AR R E LR ET -

AR M (FHREME) 2 HPV Sl - #RU T A% 2RME
%3

ey PR
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&

£ CIN1 CINZ =CIN3
HPV Mk Al A2 A3 A4 AS Al+A2+A3+A4+AS
HPV & Bl B2 B3 B4 BS5 BI+B2+B3+B4+B5
4t Al+Bl1 A2+B2 | A3+B3 | A4+B4 | AS5+BS5 N

L #7R>CIN2 R » & S 9 BR IRPEAE LT FI 7 ik R

B R FAUE = (AstAs)/(AstAstBa+Bs)

B8 R4 B o= (Bi+BatB3)/(A1+Ax+As+B1+B2+B;3)
% T AME= (AgtAs)/(A+AFASHAL+HAS)

& P78 A A= (B1+By1+B;3)/(B1+B2+B3+B4+Bs)
>CIN2 #) B 47 = (As+As+B4+Bs)/N

2. HH>CIN3 g9k » e ERARMERE A T 3| ik & ¢

BE AR & HUE = As/(AstBs)

BE R 4F B (B +Bo+B3+By)/(A1+A A HA B +By+B3+By)
B PE TR BE = As/(A+A A3 AL TAS)

&M 78 B 4E= (B +B2+B3it+Bg)/(B1+B2+Bs+Bs+Bs)

>CIN3 & AT %= (As1Bs)/N

HEER AR E AR ~ BRMF R M - TR AR TR A AR 95066 ¥
MERE RN o & BTEA TR > FARMEH 9595 BE M T R 48 e st
(likelihood ratio ) Rt H -

>CIN2 YK 2 B AR AR JE DA £ 8608 5 21 R IATF 0 21-30 & > 31-39 & & 39 %
AR o AMAE R ERSCIN2 2B TE - BARTAE ~ B RS EMN -
B TERE R e M FERME - 3t 2R B {4 OSWIZHEEH -

o HAE

FEEA MR B ASC-US i etk Ag » B2 EE %/ ASC-US 73 AdyiE -
AL ELWEREHE BRI EN  URER S EBRERS TR -

o ERHMEHEE

3 h e R B L P 2 ROC 444 (receiver operating characteristic analysis )
THEFFIBEARMEGERERFRESSE AR PHREECNEBERBME -

(F)ASC-US #%:2 : HPV £ A &8k
R 48 8] Bt ) HPV KB A gy An 8% A % iR & % i - HPVI6+ > HPVI8+ -
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HPV16/18+% - T (r9) ASC-US 4~ Fa#H M 1% © 3 B HPV Mol g A 3 7 o, 52
# ASC-US #9442 1 >CIN2 B R E 40 REEARAF R MR A > Rlefd M A $4
Moifl s Foeh HPV A B A desk - sbdh o B — R & R e al b A £ A N5 — ik
BlEE R ey bl b B 3 o

LH % #EMR 4R (HPVI16+ HPVI8+ HPVI16/18+% ) ayMcBal &5 » BEUTF
FHXZHME

* 4
R R
RERHERE | wy lon | oNe | =
CIN3
HPV16 Mg All AlZ2 Al3 Al4 AlS All+AI2+A13+A14+A15
HPVI1S Bt A21 A2 | A23 | A24 | AZs | A2IHA221A231A241A25
HPVI6 & 18 A3l A2 | A33 | A34 | A35 | A31+A321A33+A34+A35
5
or N

A 40 18558 A ) 2 > CIND 09 4R 9L F » 48] 45 32 ) B FR M A5 JE 108 — 4R 8] 48 R X 80 %
UL T LA B — FE AR 4 RAG L RA ] R - 1B & R X o9t T 44 — 3
HEBPABm (SCIN2) pfE bR meEE 5 (&IL) Sk iiin
ErtE R X

LR(T=X) = Pr(T=X|D+)/Pr(T=X|D-)

Yo R R AR Bt H o B OSHRERER] -

Y OBRTBAL $E - ERRER LB LERCIN2 ey R L2 ER £ 95
UIERER] — At H - Hib o $HNE—HBRRERK R ARESE S
K 4 ! Probability( > CIN2|Outcomeg)=(Ag4+Aks) (AxitAxotAxstAgatAxs)
for each K

v B ERE—RBRRER A EEERE A PR R
Probability(Outcomeg)=(Ax1+AxatAgs+AxatAxs)/N for each K

BRI HmBE R A HPVI6/18+ (BP HPVI6 % I8 P H —mE S A5 ) B4
22 4 ] 45 R>CIN2 69 % % * Probability( > CIN2/HPV16/18+)= (A1+Ars+AsetAst
At Ass)/ (AtAtAstA A 5 HAL AL A AT A TA 3 FA T A A 3T A 35) TR A
Probability(Outcomey) -
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FAE 3 » #A>CINS 45350 » HPV #8h b B Rt fe A E -
N)RBHBEBAR  HRAKR HPV ik
o HBHARIINHE

WIETF B EEIEE] 0 30 R LW Emia St AR EE o i
3% HPV ¥Bh &2 tm B 2 Wy it B i R AR — [\ B n 2 L E 0B F &
WAEB B FEEmE (2CIN2) » % i& HPV 5T i 83k ) 5 8k tm i 2 F {2
BT EEBE S EREEZ 30 R L&FEL- & T HWE & A KR PERE E25F
Y BAE B EEEAE SRR E S B GHREME 0 245 2]>CIN2 sy @3
BB A o ERTER T F 20 — FaT o5 M Es AAF 238Gt

. #—F30RUALB@BEEFNFLTURERE S, AGH R 2 H 8
—EH AL E B REAFERLBE R KRB BFEH > 2D
BEBE=F BB EETUAES ;AR ENE L EAIED 3 F
ghibst P HA>CIN2 g9 B A 43t S ek R LehBas £ 2 - sbsh
ARl R ATE T i 3 F o HBHEREER DU IEHRE
Ml —Aust B 23 - EEBIBAEABHRBRM S UHERE LT 22
1 A A8 654k 30 R A Lehded - A% SR E Ty HPV aals
R AN rA>CIN2 89 RRIGBEH - RIRSF# 0B & 30-39 5 & 40 3% 2L
TERERBE WAL T AR AESB AL T AR (A THE
gy T EHBH | FH)-o

2. UHFESBREI0RUEDL MBS LT s HPV G AR
PEARER G R A Rl I ROB AL TERZ BRI - ABHAH
HPV B 44 (R AR EFE LR CHE LT A4 & BiRA) &
M EIRZ HPV ML ATl S BB ERE T U EF AL LAY
PR g dF A o FE>CIN2 sy H R e LA st S e R Ley B £ &
M £ >CIN2 & @ #H R B4 A % 46744 % (multiple imputation) 3+ - #
P RAER R PR HPV R E A 5 0ok BIBTFAR T ALmhis
RAMRBEFE>CIN2 1B H AFr A4 E S0 - UBETEASLATBIER
WA R A

o HHEH

A% A ASC-US it HPV #es3ll| - HoKE 7T 3E B AT ¥ HPV A8
BIERY - Wb A HPV %t B M A ik R B AR £ bR E I & 8y
NILM>30 $ 3k B a9 #8a s £ 148 ASC-US %2 P ey s éE R4 8 0 Al R
By E BB ST N LT TR AEREEIUT » R ATeE Mg NILM=30
i EH HPV AR CEIY R AR TR EEEHZr L HRE RATH 2 M
3EHRAME A A ES ETEFR T e
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()W BHRELH AL - HPV £ B & ek

F(X) WAHTER AR BAR HPV RS g AT #H7M R R 2 30 RS E#
45 47 3 >CIND A8 8RB0 SRR B » AR A % A4 R (TR A9 5) HPV
AEA 7)) 89 HPV £ B A Bk o

BT PR b 2 51 HPV % 0 B 40 P R FROAE B 72 G e B 52 60 94 (Bp
BE G5\t 4 RSV HPV B )« JE A 7B 4 2 HPV Mol » 45 506 3.9
HHE o
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1.

AEAER RIS HBERBEHERD N AL ZHAAL  REEREH
BEMEELBREE  BANAREBRHREHRAMARITRD ZEH -
AEELAQABERTIFELAECETHZER BRABHERBEYHEVE
HABMERZARE BRETERBEEELERE HEAEHXERER
HEGEIE (SBANARA/RBERPFEE) 258 -

FEARRBRAATZEF THHE > EABRBRAMAR > BEARHMEA

AR AERBAAMERERS FEARBRRERTH/ZHE - FRARE

BEFZ R MR ERRBR{ALEAMFIA B S maEse i (2
EARR AR/ REREME) Bl BARERA K RHN -

B ARA AR E AR QA RBAR (S5 RSR B 2R BE R IHRK
B/~ Fk o RERBREHEEBRBREEE -

AN ENBOERRITEE - SBEE - ERXVALER -

BB ABITRFIREEAR 0 BEHRMAHBRRARHPERSE  AF
RERDERHEZRERIE -

ERAR AR ERRTZ AT ERTHAERAE  GENRBETHE
A AR RRERRTSFFECTERASL  BRERA TR ﬂﬁ#&%
FEAR AR B SUBR S AT M SRR B SARLIA ST R R AR ©

bt A 2 AR ko RAK RS F kAR (DA FR LS
B W BRART A B EE S QA RERMN B SRR %
BoAR SRR 3P M IR AE AR A SURBA BRI R AR R AR -

R SEFBRAET - BERBLCRERRK » RERF SRR E
HATRIR -

CAAERAZERBHAER

AA R E RN Rk BBRER AF T B 6 AR B AR ERAE o BRI IEA
BRI RSB EREEAANASEAEE P i E - BLRRTEAA Y
RFBAEAE - FEARBIMRE MG OB NS F ERARF R GRBEAR
AT o



AAEZGBER AN AR EERETFREHARE L HALRALBETRE
HBEBEREEEZEBZR (o BEHE - SEELAHREREEEAA) -

ZAEARRABER B IMERBAELAE S B ESRARLET

A

N maE L B.6550 k& (Occult blood test )

48 %) @ 7 fu(occult blood)REx X B EARXER T H A EM (Bt EAEF

Bt o A 4 G SR R BB A S A AR AR ) -

BaEFa: § %% -

u

L.

10.
11.

12.

B M AR RS - MR- R B

TR R ZAARF S B BN AREE - 035 © EH0RIEY -
BN FER (o ZEBA FRRRE) SHAZRRZE
WMBOHEE - SHAERANERE - SHARXEFER > BAERAESE
b S 41 878 Bk BE -

ARBATRNERER °

ARRRIZ UL 0 plhe | AR R RERE
BRI AHEEIRASZIECEXRTEB L -
WHAORBELNRLRE - A REEFAZHA -

BEE AT R A MBS MRA 2V afEREE R/ GFRE
A0 WA B ng/mLikE A 1 g Hb/gm fecesZ #H AKX -

BBAE 6 R 5 R LA B A -
S M R SR R

bR R AR AR -
SR AL B AE R TR -
SEMERELROENBERTEFE -

BofF R B AbEU-E-8 F 248 Bl 2 S gt -



w9 ~ B AR AT R ER AR 34 R

JE B A~ E KR R E AT SAE T R IR
4, ‘E,%_

. $AGAEA bt | 4 H SR ERIERRYEM WL ¥ | BT EH R A
FRERRZE | BEEAEHRABTE-HEBETREERY | EHERER
B it EHME > %%2%%%%%%&@ ﬁ%

L fn 4z % » {5l 4w © Hb G-Taichung & Hb-J

(Senmtwﬁyof Meinung % *%"é‘]"ﬁl#ﬁ%'fil’ﬁ}i}i

Immunological Tests ﬁ’é HAl o Bk EEAGEY AR

to Hemoglobin o

Variants ) | EEPIES L BEM G REEET AN

ﬂﬂﬁﬁ%ﬁﬁﬂimﬁ%z$%

2. T4 Fhfo SR BBABRES TAEE L4 | CLSI

(Interference )

MERARH S FHRRALBELRIR
m“Mﬁﬁ%yﬁh%%%&%% Nty
BH o HEEHXREATENE R & T4
ﬁ%%%ﬁ&%

¢ BB & LFERS
FHfirE o

o MEGAREE - & B BAK
B R L ERSERBHAD -

EH BN RBERMN £ERWIFE
ERIE  RlEHEEEENFE P iz
o OETREARBAT R AT R
RSB AE - > THABELHEEL
BRETRR - o RIRBEEHERE » A
RAEOEGETRATREALIA2HE
I FE N E o XX ABYAE HEBYG
MERE o BT A A B AE B B A B AT
By MAEE L AEALEEER 0 he
ERBGHERIE -

W E A BAN B T AR GRS
I E LA HRK o BHRETRA HAF
Kt Wi kA REEMARTTRE T
T AR B IREBRE RGN EAT AT -

Wﬁf%ﬁ%%ﬁ‘ﬁ%ém?% [
B F - Bt~ & - SR EELBF -

EP7-A2(2005)°




{S ¥ X RHEBHFEREETA EHOT
¥l B FC - BEF -

3. K&
( Cut-off)

Wi H B L EE R 0 ARERRB 8
E AL LA ) AR - 2 B AR
M ARENEZR  REMGGERE
BERSEMRERANHAE L LBFAT
S A B A2 B S ER AR AR B

L F B S e BT & 57
HBEBABETROERRDEGHRERRT
Ao EHHAZLBRTRBREZH RS
AT -

CLSI EP12-A2
(2008)"

4. BIBRM
( Reproducibility )

RBEEHFEHZBERRAE  AERE
B RERIGA BITE BRI -

IR EFRUBCORENAE R ER
PR ERTREE P RERHRE
BEEATERRR ARz i i ek
EREBH LA TR KA - HEBEHRE
BERFEITEHRBGAR > LBEER
BRMEZARE -

CLSI EP12-A2
(2008)*

CLSI EP5-A2
(2004)°

5. # M (Linearity)

HARERE > B LoRENEREL
AT M7 ik 0 SR b 8 B SR A o

WEE - RIEFBAA
® mMuBEAARGESZ -
® KREFmiFHIRA

o HAK-
® itk e
® LAk

® FRIE - 08 giEiFax
FE - BRIEASWEHEM » 1%
SF mRIAGERNRER
B ODRERBEZBEEAENY
R ERE

CLSI EP6-A
(2003)°




6. AT EHE %%Eﬁﬁ%’@ﬁﬁﬁﬁéﬁ%ﬁ@(l$?wﬂ
_ (limit of blank > LoB ) & 4% :#4& F& ( limit of | (2004)
(Analytical detection » LoD ) -
Sensitivity )
7. Prozone # f& #F | ##ME A RAE RAR BRI RIM S ESEH
% 4 45 B A Prozone#4 J& °
(PrOZOne Effect) ﬁﬁ%%%'fi% skﬁ"%‘%iﬂégﬁlﬁl%é{]*ﬁ
2 AR B M ey Prozone B 2R FEH T
TR A AP 6 A5 B8 AT R -
ZRREREIGH UL EZREATEF
EUR R Y TF &3
FE o BEBPH LR BA T R 2 Prozones JE 2
T
8. TR M (1) BMTEH: BRUEZSHNATHEZ EN 13640
BRI AR T S BASTAT ~ R EMIE | (2002)°
( Stability ) fEEH o BB R FE %R
bldo - RGBA  SRARIBRRE | 0P
B OHEMNERURTALY
ﬁéﬁ o
(2) WERTH: BRUETHEAGE
FiT & % 69 1 B AR A AR AF SLAR AT E R
SR PR AR BRI
HMOEE -
9. K EH RUEBHZRHTHBAINERELR | M DE &R
i ] B RR TR TR B T | EHERBR
(Quality Control) | g1 45 8 o ggor Fagen Bix 4TS BB - | Ado
HAFREH  BRE—AHBHESR | ZRABRSY
ik BERAEFUSCERBEEMONE | BREMER
FEE T AR R 3R - A3 A 40
10%%%& W%k o B A E T RS EMSLL mshfmaz
BABAMABME (RN RAFE 13 B | (2002)

( Method
Comparison )

By B T4 BHM . o SEHFHE
MRS FHEN S AN ERER
HEEER -

AR R A RIS RAUG M~ B
R4 —3 % 2 F 5t (overall percent
agreement ) R 23R, -
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“hﬂmewmm_zﬁﬁﬁﬁ%% IEAERBEERTE | BitRk
WBAMATIRT » P TR BT L EER

o LGEAEHGERNSZ BN -

W ¥ EEAHE R 2 A AR B
% Il — R KRR By B Bk A
At RE S AT IEHE -

EENTRERFELEEAEFE AN
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1.

FERG THRNSHBRBHERECAS | THARE  RUEBASH
R £ S B AR 0 BRATRARBRI TR A ARITRE Y -
AERRCLBRIEELLENZIEZR  BREMNERBETHENRE
HEMEMERZHAE - REATBERERELEH  HEREMPSERYE Z
Bt (SBRRATARR/ KBERTFEE) 254 -

AERRBAFTZSA TR BHARBRAFAR > BUERENBE
RBER > ARFEARERS  ZIABRAELEH/INE -FRAEE
R ZROURAEN BREHRBEEALENFIEB SPZBRBIE (L
ER R AT RIRB/ R ERPE) BH AAEBRAEHEH -

BAAMAREHECEBRBRAL (SEAREBEEZAREARLMERXK
#H) s Tk~ BRBRBREEABBREE -

o W BORRATRIIRIRIR B » BRIk KA R M ERE 0 0B
RESAEAAEZR2RIAE -

BRARNEARRRERIZEA T RRITHARSESL LU BREFTHE
BA S WmARRRRFISE TR CITARSE UL A TR
FEAR AR I SURR S AH PSP AR LU AT A 2R -

WS RERZ AT B REERMIEAFEAR  AOEER ML
Bt RS BARRS A HER D QR REERANE  BARRESRARS %
B AR ] SCAR 2 B PERPAE AR SR BA SRR R R AR -

WRIEERRAET - BLIBECRERR » RSB LBMIRZE
HATRI -

CAERERZERSHER :

ARRHANARBE AL 8 8 LR RIS B EH - R
A 8RR IE R RS R -

CAARRABREH AL BHE AL I WARDRALES

e dR L C5100 izl £.0% 385 % 4 (Antinuclear antibody immunological

test system )



= ~
_

427%) @ Hian (antinuclear) 4782 &7 5 & 4538 £ 2562 Hulg F B 2R
T E R H AR R b R tmin R (sa feAR P 89 4 F  JwRNA ~ DNA
SEG) FREAR T A BRI WA EABNDE 2
BERE (—HERSHAGHABRERER BN BESAS0E
)X (FFmeh—4& ) BB & £ (rheumatoid arthritis ) » Sjogrenis
JEERE (R RARREAR ~ BRBR RCERIRE X ) Re G ML (S8
éﬂﬂé’iﬁ@'@ﬁﬂi/ﬁb&m&) EX ¥

BRER T R %% -

E b2 &EH - MR - BAe o MR g~ Bk

1. 78R A a4 e 25588 € FEEFRE
E ﬁ]f"ﬁ/{ﬁf S RBGE FEARR c R RFB] o HEESE (o
M) o RAREBE o

2. EHeERE (REERE) -
3. BMehie (ko Gite -~ BE X BE) -
4, REHE2RER (1) RS R REBHH -

5. BHAAARRERY (B B -RE) 2REXRSEFE ST
IR AFEEERAIT 2 IR IE o

6. iwARdR R EE R ANk -

7. BHILRBAERANRESRL S -

8. AIERABMIAE - (WEHELRE)

9. EMuatt et HEsRERNTEFE -

10. Btk BAE A EAT B2 AR Ak (do @ RIEHR ~ S EIR) °
11, B éE R AR RA -

12. B4 69 M AERAS BAE A TR
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1. BEHE/ BHRM

( Precision/ Reproducibility )

(1) %8/ %R0

ERBIRERRAT/ILER ) LR
NROSF WG EITZEL TE
AT ERE ) EARUNRGLE
M HEATAZ BALR] B F & BB -
HAEERFEERR  BAERR
B SR E S B AR
kA (within-run) ~ 7R B R #4k
(between-run ) &945 % & ~ R 484
EH e

JEFE A8 8908 AT B 4y 3T
& 0 G448 H T ML E R #2503 B
FRF)FBEF R o

R EFELA
® AnHBEAl (o i
BE)-

®  FTERH (i iRERE
BHRBARFRESEZE
HEE)-

® ZpyERE -

& S5 P - RK=MEREEZ
B RAENE ~ R E) R FEAEA
WREREN YA - RE
#h# (SD)~ & E4E (%
CV)~ RAUMAEE -

® FERGERAAERZH
H e

® oM EEE AR
FHHBERI T HBER
BF o B3R =8 R B F By
HLZE R 2 BN B4R
IE U b EE 2 fh i - B EE

ZHAENBEBRMTH

ko

Us FDA
Guidance

(20097 #5%

CLSI EP5-A2
(2004)

CLSI EP12-A2
(2008)*




(2) "EMFE

R M H R BAER JEF AR
#5286/ B4 (cut-off) IR AL &9 Ptk
HEE M AR AR AT BB ER o L
FoH A FHAF L BRATE

2. mATHEN- T
( Analytical Specificity-

BN THME @8 ERE -~ R
7% ~ HLE (4w : human anti-mouse
antibodies (HAMA)) ~ d 3% F % R,

Us FDA
Guidance

(2009)* %5%

Interference ) WE (o ZREMIE 4 E | 0 g EPTA2
Hebr F 5 ) AT R EBRBETRET | (2005)°
Rehishk&EmE -
RRAFEAA
® RREEEA o
o R TiEMeFESAIIR
f;{ o
® MR vHBRENRE
(JE 645 BR300 3] 5 BE el R
B) o
o JRFENFTH - HETF
Bz SR -
o Fhm&LER- BT
TRy BB HE
il £ A8 % (IRBp B4R £
xERE) HEEER
# - _
3. RN AXRE | B AR RS R ERZ | USFDA
Guidance

( Analytical Specificity-
Cross-reactivity )

wEBG AR E > EAEHFE
St B BRURE RAR MR A

(2009)* #5%

4. Prozoneii JEAF
( Prozone Effect )

S LB AUE R ER AT AR SR 0 B
¥l Re & 4 Prozone L B RS
AR AR -

US FDA
Guidance
(2009)* #5%




5. &M

( Linearity )

HREERFEgR% BEdD
J0iR AR BAT AT R A B
#6,[8 348 o

RXEFAEHEA

&

® rBbehdaA Ak o
® B PIAIAEMERE -
® FHRE -

® ik e

® ALHE -

® FEYIUE o A4 Gt
Bz 4R RIEHI%
ZHREM - GMRE 8
R mEEEMBER

B RREREZBEAE
A B 2R -

US FDA
Guidance
(2009)* #%5%

6. AT EHA

<5

( Analytical Sensitivity )

HrE gk B FELTaR%
A& (limit of blank » LoB) & {4 :8]
#& M (limit of detection > LoD ) -

US FDA
Guidance
(2009)* #5%

CLSIEP17-A
(2004)°

7. ¥REAE/ KA

( Expected values/ Cut-off)

JEH R M ik e BE AR F) ) 26/ B
1B 2 BB AR B Ao AR 3K > 4 A
R R E MRRER B R AR A
Z @3 H ik R ERAFRTLR
BXEER MR S RBEATS
HE 3 ik

RERAELHAETATHE ;B
BRIEHARHE - EMEAFELER
(equivocal range ) EAn B4 & » 3F
HAHERNHEEFZRES
& °

BERREBMEZ GBI F i, #E
BF 32 fit Receiver Operator Curve
(ROC) o4&k -

US FDA
Guidance
(2009)* #5&

8. RIEBR LB M

( Calibrators and Control

SBAE RIS EHBEREMRE
oA E A | FPAE fn 34T T

LT T
% HHRCE B 3




Material )

o

R BEMEH NI LG R
JERBRZE S shie (4o @ 3T
w4 AR E B EAEEAE
HEE MR ANREETR
o ZEHMAERRATETREY
RAE) o URBER M RS

A Banti-DNA5-# 75 Z 2 M > J&
A WHO Wo/80 B 242 & & » K 9 36
B AT WA B L ATHE AL

k!

US FDA
Guidance
(2009)* #5%

9. SR

( Stability )

(1) B2 b AR 5 HA 1
BT T B S AT R0 %
RMAE R -

(2) MR AR M R ST R A
IR LA H B 1 B A S A e A B
IR (do  IREBE - TH
LSRR/ BRIBERREE) &2
’f?%’_ﬁ‘;ﬁ\ﬂ fal e

US FDA
Guidance
(2009)* #5%

EN 13640
(2002)®

CLSI EP25-A
(2009)°

10. Fixth$

( Method Comparison )

e PSR AR B
WATERE » R SN e 24
AT R 0 A B A AR
VENEBsE » HHREB|PFS
M ELIRA Sa PR R 89 ik BT A
A £ B o

JESHAE R BRI VT S B R
ENe B a4 BER
EZig -  BUASTERHEN
B SLTE PEAR RS SEATAF 70 > L 4C9A
fofT R FER R RPN IE R -

XA EACH
(1) EEFETAR

LR W % B A E Ay 54
FiE R BH AT E A xR
YRR 0 NPT H M BIEE  HE
6 38 BF &R LA B 48 H 4 (line of

US FDA
Guidance
(2009 %63

CLSI EP9-A2
(2002)'°

CLSI EP12-A2
(2008)"!




identity ) = J& 3000 £F F 69 3@ 57 o A7
s ( 4= : Deming regression ,
Passing-Bablok regression ) ~ @ & 4%
SAHER AREMERAHRIERL
5% EBE M ~ BEMLIBRE

(Sy/x ) ~ %48 B 143 (correlation
coefficient ) »

(2) "B

22k R FTEEFERM (Hh)
HEFFhRBREHM (4tm) [
g — B B E S RE G
BAok BEHBSHEAEE -
Mo B3E95%EBE R -

bl ¥ H BEM RABLBROYEHM (F
k) AARFER BFL 0 B EEEH LA
R AT EADQE T oM NG
KPR o

HHREEFR

(1) 4 #aEDNA (dsDNA) Huges
B

THFEZHER > THEETEERE
W B AR M S Rt b
EZE
® HRDNAJLE 2 RIR o
® HURAREE -
® i/ (capture
antigen) B 2B F K, °

BTHREELZE  BUCARE
P DNAR B m E2E MY
(4w : WHO Wo/80) F] B34 tb i
SHMEEEME 0 B LEE SRS
HaomER -

EBMERHT R E G IER
DNA$LEE > JBRAE TR A S 412
FERlEEM AR A
Farr assay b # B3R ey & % -




(2) HERDNA (ssDNA) i
B

4o 35t F 35 B M T A & 4L E BlEDNA
A BIEHERBHEEFTERR
oo BRI THEIUE K
DNAHLEE » Rl EA7 B F 2 &
B ¢ HLE AR DNAGURE 3B 48 R AR
] 4L % B DNA L 8% & R 7 5E #|
3% IR Bp VT [ B8 R 8] L E iR DNA
LB L IR DNASLES -

2
1.

2.

10.

1.

533Uk

RIS B R EHM ERERLAL (2013)

Guidance for Industry and FDA Staff Recommendations for Anti-Nuclear Antibody
(ANA) Test System Premarket (510(k)) Submissions. (US FDA guidance 2009)

CLSI document EP5-A2 “Evaluation of Precision Performance of Quantitative
Measurement Methods; Approved Guideline” (2004)

CLSI document EP12-A2 “User Protocol for Evaluation of Qualitative Test
Performance; Approved Guideline,” (2008)

CLSI document EP7-A2 “Interference Testing in Clinical Chemistry; Approved
Guideline.”(2005)

CLSI document EP17-A “Protocols for Determination of Limits of Detection and
Limits of Quantitation; Approved Guideline.” (2004)

BN S B SRR R AE (2014)
EN 13640, Stability Testing of In Vitro Diagnostic Reagents (2002)
CLSI EP25-A Evaluation of Stability of In Vitro Diagnostic Reagents (2009)

CLSI document EP9-A2 “Method Comparison and Bias Estimation Using Patient
Samples; Approved guideline.” (2002)

CLSI EP12-A2 “User Protocol for Evaluation of Qualitative Test Performance;
Approved Guideline - Second Edition” (2008)
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(EXD

1.

AEEG TRADHBERBEH ERBLAL ) THARE  RUEBRBEM
BEMEE L BRERE  BRATARBRHEHRMARITABZE
B ARRERCABARBREACERZIER  ERBHERBRTHE
R ERAMERZIRAR - RETBEREEESLER HETREHBER
H R R (SERATARAR/RERRBRE) ZFHR-

AERRBRATZSE TG BARBREMA R BERARHNBA
ARR  AERBEAMERS FEARMAES SR HE - FRARE
ABF X 2R RAEMNE RRABBRELALEAH TR B I ZRBFE (2
ERARAT R A/ REE R ) Bl AARENR A -

ERIRAT RIS R BE RST 6 BB A BRBRAE (SEARBEXSHERAR
EHRRE) ~ Tk~ Rk immn i E -

W BARTRIIRARA D » BN SUR KPR MPERE - X8
KRESRARELRERIAME -

BRARWARRERRINZ ST RRITHRSEL  hEURRATHE
Bk R ERRERFISF TR CITHRE  ERERAITRARESL
FEAR AR B SRR AR MRS ARATTEZAEZKHE -

R mBER AR ko REAR RN IS4 T RAR  2O)RFRAMSE
BRamRERART A EEL S QAEEAN > BRREERART %
BAn B SCRR AP MR SPAE A DORBA SRR ] 2R o

WRFISZTRAET - BLIBACRERK R RF SRR E
HATRIH -

—~AARFAZBRBHMER

AEFEANAEERIFR X E R IR R AR S Rt R 0 dhi &
BixkdstE £ 2 (holder) » TARELAHKEE(HAZEAHFHATHEEGE

B TH A TRE R HRBAZ R ) -

Z A ERERBREMZMERBHHLEFBESBARRRLESR



NESIE D AL6TS sk Ak A% (Blood specimen collection device )

B BB ARERHABEL ER RN EERE R ALR b I iE (4=
%)m@¢\$ﬁ%uﬁﬁ *t%z%ﬁ oA B E— &i@%ﬁ&%&
WME IR A mF RS RRES > RAETHRARE

BRGFH - HFR -

EERZEMR R R M AR BA

1. EEAR > HEGEE - WAEL ~ hiesat -
2. BMZHAAR URAERSZEERLSEANL > AFEREM Y ~ LEE
2./&}*? HEHE -
¥ Rk B R Ak T RMER RAL -
Hb B e o iy
Serum Clot activator
Serum Separation gel/ Clot activator
Plasma/whole blood EDTA
Plasma/whole blood Heparin
Plasma separation Gel/ Heparin; Gel/ EDTA
Plasma/whole blood Citrate (1:9) (1 0% F9
7% Fk citrate solution )
Plasma/whole blood Glycolytic inhibitor
Whole blood Citrate (1:4) (1 R %
75 #% citrate solution )

3. Bt o558 Bes ROl TEEE -
4, B4R FER LM EZ M E S
5. BMEBAEREZEZIBIERE -

6. WmERE iziiL%IE B35 1 5 A% g B S O RS Rl



W~ EERATRIR E

IEH

A~ TR RS BT

S48 7] RIRARRE

& e EL

. BBEEA
ﬁ*ﬂﬁﬁfﬁ]vi

( Test for
nominal
capacity and
graduation
marks )

A2

-#ﬁ Fz B RAE AR RAR RIS
%Eéﬁm,\%ﬁ/’ééﬁ&mﬁ’ﬁﬁm
m%ﬁo

CLSI HO1-A6 (2010)°
EN 14820 (2004)°

2. IRASAR R

( Test for
negative
pressure draw
volume )

HE2 B R R0k bR A B i 3
HREDEL AR RERL T EHE
AT E > H3 L B AEI0%>? -

CLSI HO1-A6 (2010)°
EN 14820 (2004)*

3. BiRAE

LA Sodium fluorescein 3%, ] 7+ AN & 5

EN 14820 (2004)°

( Test for o Ao s EIEEENKT
leakage of FBLEI AR B AU E RS R
container )
4o ERSHERSE | S BH TN 2 HeR LR B | EN 14820 2004

il - AR R FAABECKRZE

(Test for BAFHAE - BREREATRGAE

A robus'tness of 5> BHEE D AEAZ3000 g~ 104
container )

482 joik K o

B¢ TR (430048 E)
B o JBABEAT V] A 2 B R R )
& o

3 1 g, =9.80665 m/s’

5. AmEleEY | RENARE M EESE - BAEYS | CLSIHO1-A6(2010)
) cHEEE T/ ERY  mEER 3
) o Ha 5 AE10% o EN 14820 (2004)
( Additive
tolerance )
6. ETEMESV | WEBATAEAER 2P B4 | CLSI GP34-A (2010)°
UMEATRAEEBZESEA s E
( Blank analysis ) Rl iR s




x

7. ¥

BE

% 3

( Precision )

o

¥

SR EAARERE B EiREdEz
B EE O EEN A S MK
( between-lot ) & 5] % P9 ( within-tube )
KB o

# B (between-lot) #5585 B JE R
ZRRE 0 AT HBRE (control
tube) 2 2& B#R| > BP A& AT HIBZ
BRELAR —EEERENE X HAE

=\

[E] % A ( Within-tube ) A% % & /& 847
RS RBRS 23E B’ -

UA b B R E 0 EA 2044k AE g

CLSI GP34-A (2010)*
CLSI EP5-A2 (2004)°

8. HiFIfAAE S
2ok 2 U

( Method
comparison )

HEDBE TR MR EH TSR
RYLE A TR 2B
RERBRATRBAR  HREKREMTE
948 A 2 ARBI7E B RIEATILE -

FERBDNEHER TR METHFZ
4% (slope) B ##E (intercept) © o

CLSI GP34-A (2010)°
CLSI EP9-A2 (2002)°

9. AREHEMEMN

( Sterilization

BIEBRAREETH AL - RAF E
BB LR REAESE - HERE
R ~ BB RATHRS -

ISO 11137 (1995)’
ISO 11137-1 (2006)*

valedpfion) 1SO 11137-2 (2009)°

ISO 11137-3 (2006)"

10. Z &M (1) Bttt it BN g2 | CLSIH01-A6(2010)*
(Stability) BETRARAE T 80 B S AT ~ 1R % R ST

B o b BT R B E AR
Bl REBE > HEHRTH
AFAEBEFABEBRELESS
Mzt 2SR E (FE
W) /AR EE (AR
B2 R AR )
BB RE o B AR T Ao B R
FR BNz EERRE
o R ER B AT EREZIEN/

EN 14820 (2004)°
CLSI GP34-A (2010)*
EN 13640 (2002)"!
CLSI EP25-A (2009)"*




B AES% -

(2) % ML AR B MR R
B RANREE BN R EIER
BT R REHE D B0

ER S

10.

1.
12.

BINSE BB BH ERETAL (2013)

CLSI H01-A6 Tubes and Additives for Venous and Capillary Blood Specimen
Collection (2010)

EN 14820 Single-use containers for human venous blood specimen collection.
(2004)

CLSI GP34-A Validation and Verification of Tubes for Venous and Capillary Blood
Specimen Collection (2010)

CLSI EP5-A2 Evaluation of Precision Performance of Quantitative Measurement
Methods; Approved Guideline.(2004)

CLSI EP9-A2 Method Comparison and Bias Estimation Using Patient Samples;
Approved Guideline (2002)

ISO 11137 Sterilization of Health Care Products - Requirements for Validation and
Routine Control-Radiation Sterilization and Amendment 1 (1995 Amendment 2001)

[SO 11137-1 Sterilization of medical devices -- Microbiological methods -- Part
1:Determination of a population of microorganisms on products(2006)

ISO 11137-2 Sterilization of medical devices -- Microbiological methods -- Part
2:Tests of sterility performed in the definition, validation and maintenance of a
sterilization process(2009)

ISO 11137-3 Sterilization of health care products —Radiation — Part 3:Guidance
on dosimetric aspects (2006)

EN 13640 Stability testing of in vitro diagnostic reagents (2002)
CLSI EP25-A Evaluation of Stability of In Vitro Diagnostic Reagents (2009)



