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NEC SISMII-PFASIHI SIa A oIS S A

oMy
5 7A9) QAL Bte] AEHA ol BAolA AHA AsIS 7FHA ot ARt 5]
2 PRl BAVL Qi Ao WSk

it

FEAS F 104 Ak Brid+E ZA= A

o,

A

-

o

Bstct.

NZEJEE]SHAL, @4 SHAAE FAZESHS FUREFHARR sto] B43 A3} HIT-1gG
o] HIAE ¥E 0.667°14 1.000, E0]=9] HYE 0.7340014 0.97022 HIEFQ o,
HIT-IgGAMS] T E+= 0.6679014 1.000, EolZ%= 0.7300014 0.9702.2 B E|Q]c}.

HIT-IgG AAM] EIZEE 0.95(95%CI 0.90, 0.98)0]9oH, E3FE0o| L= 0.94(95%CI 0.92,
0.96)0.8 BA=|9on, HIT-IgGAM AAMe] BRTUAEE 0.96095%Cl 0.90, 0.99), HEHECIE
= 0.82(95%CI 0.80, 0.85)% EA4%|o] TIZHEe} Eo| 7} &2 HAPH O Z SolHr},

T

-

H-8 249 9 2304 HulEo] B33 A= SESHA] oY, & AAF 8 Al §lokd
= A% 243} HAKHeparin-Induced Platelet Activation test, HIPA) thH] 97 5049 A
A 55 Eo] HAF Y A 3AY HE-S A3 T AR HsHnh

It -Pr4 A [eFerEga A2 A ] Ad9]oME ot £34 2718 EUE o 2o

aoflukel-PR4 QRS el A AR lnkel -S54 E4T 7o) OAEE BAE o
Aoz suel-PF4 AgHAO] et B S5 Selslo] sjnel SEA BAR HAZS A4
ot 4 Qs ANE QFAA, a4, ARVl et 2AY Qi AARg o= wobel

olo] o2& AE AN Felutel-PRA A SRR oA AAE ARHATED 1

-a) 2 & 4 9J513(tH.(2020.10.16.)
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1. YIHHAE

1.1 By 2=l

Bl -PRARA| [BFe g H A=A H] S A7 FH G AAAR] F 0= Subed-PF4 Ao thgh

FH 5= golslo] HITE Adsh= HAPHC R olAaFul=o] A [gC¥A7F Z2¢HE A4
uto] 27 el EEH Heparin/PF4 [gGoll SFPEEERS-S S8A1A Uehis EE sy
£47|(ACL Acustar luminometer)E ©|-85t% RLU(Relative light units) |2 S745k= AAelot.

2 G 71e2 4195 1e 87 e AA HlFo] E50f SA(AA] A12015-129%, 2015.07.22.)€
o|& BAA 78lE I3t AEVF " asto, 2020 A3AF Q=271 H 73] (2020.03.20.)0014
?l.

st A A AAS(Heparin-Induced Thrombocytopenia, ©]5F HITR= @4 W A 5k=
platelet factor 4 (PF4)<} sllutd, Z12]1l o] &= QI Ak wf A== A (sllwtd/PF4 A,
HITZAN7F @A SSH]A AT 7H4e}t A8 o] WAYch= W Aot 371 -5 2000).

--------

HIT-gG binds to PF4 bundle

The IgGIPF4 immune complexes bind to
platotets at their Fc receptos rsr- ulting in
intense microparticle production

J= 1.1 HITS| 27| H
* £X : Kelton (2005)
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St Eaate] dut JefEo] £019)= PR4S} Ztolo] Sjubd-Pr4 EHA1E B4k, sl

H SoFA(1gG)7F F/d = o] Slutd-PF4 EotA| ot uk-3-5to] eetshe 42 Fe -840l
ARSI Y 5 2002). S-PF4 FA| EdAl= D40] B/}t PR4 28] oF7]s1aL, -3t
ool SAEo] L EG e Ao e ot oS H ST TAFITHESA 5 2000).
ST ALE Eol% SRS F T3t/ PRA AT FAdolol = o] e 7T BA L%EE
HIT A Al 543 AAK &do] B 38351, ma8dyel, 44, HEs,
7154, "‘%*éxﬂur FHEUA 22 ofF 5t YR d9EHA ¥e gan @iﬂ'
ot /PR4 A A52 Wl FAsHA A 4= AeHAIRIE: F3]X 5 2000).

Slut fA] A AASHIT)Z 27H] BHI= v 5= 9L sllukd/PR4 4| B9tAof 28t HIT=
290 &5t 1390 v|of At 4 TAaFo] A47]131(100,000/ul ©]sh) o]do] sutdof k&= X

U2 A9 Fut Fof 4~12% S0, |tz ive—ﬂ d 2= oot A Fo] 1~9Y Fof YT =
AHFFH 5 2006). EA7HA] HITO| gt =i YES Bt 1~10% FE== Barstal glovt 71
E51A sllaRlo] AREE= s Ao A= ?;E%XJ HE7} GIeH A Q18 ZIRISE 5 2005). B2 Wl
GRFo| B AR BM, HEF, AN 52 fdokal 5] thl/d A7 5do] hAgste] 2|1

1%
30%2] AFEES EJATHAHAS 5 2010).

Xi 501 ARH FL FaTo] 50% oY TAdk= Ag4TS0] S lﬂi ﬁ% Bige °‘E‘r , M2
o] EAYSFAL, PR4 A HAMONA] A 27 Hol&= 739 Xho]] o] & 4= Qe T4,
2016).

WA A= HITE 551 A AeAAR S48 44T, dud =0 vt S48 g4
A7), SRS 7|8t T, 4T AT HE AU Aol 4Ts AAlAV7 ey, E4ad
= =3

49l Fle S & B4 AT o AR AT
1
o

4Ts BAAE 71202 B 49, 34 oletzil HIT7obd T2 9910 2 Eaw
A0 R 7h5ato] ajnfel RS FTholA] eherh. bl 44 olgel 49, Famk e
% QIehd oA FIAE Folste HIT 21212 913 FAS AWETH Cuker et al. 2012).

1o
=)
i p-
N
T
o
fr

HESH= ZAY

HIT 3K 14 Heparin-PF4 $19] 444 o152 g7ksjo} shu, 10 2 el ofe

1) 4T’s score: Thrombocytopenia, Thrombosis, Timing, and other causes of Thrombocytopenia
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B 1.1 JErIMe 55

oY 58 ¥ 84
1) MI2E'H 2H|ZAt (Serotonin Release Assay, SRA)
AHO0| 2HstE If 2H|He= MEEHS SHok= dAO|CH QIZE=et 0|27t =0t HITS
TICH0)| T |E AR 251 UL, AR =5 A-0| AU YO SESHH Al
Z10| 22 A= HEO| ALt
2) gAm SEIAAL (Platelet Aggregation Test)

SN TAMEL EATMSEAEYN BE AT STEHY|E Aot =7| 24U S ofLto|ct. &

(Functional assay) #=/t %2 JEOI_' X/ HEEYOE HAE °*E1':.'_f A 2 7| MR PIYEL S0|=5

=017 2§t ZRES H$tot= 2RO UCHWarkentin 2002).
3) M2 = HATEMSIZAL (Heparin-Induced Platelet Activation test, HIPA)

QUM = 0| 5|It2! ZXH 5I0fA] BRI SA0| AL BIALIO| SXI=S SIMEIA|T|=X| ZAIGH=
7** LHOR(EY S 2006), 7I1&X¢Q ’—.‘EHOM SHHC = 4240[ 0[5t BO| OI8%LL

oIC}.

1) AHAAAY (Enzyme-Linked Immunosorbent Assay, ELISA)

SIIItRI/PFAVE HALE IO HHS BFSAIZ] § 2At SHXIZ 0|25I0 HITS XThohs gHHo|Ct.
95% OfAle| IZIE=E H0|1 @*fﬂ*“*ol MM ZIpt ge| LhX|P 2 SIRIS0|IA StR|7t
LIEFC2HE QAMMOI ST QEA AT ZAS0| EHAIGHK| Fon |gG IgA, IgMOf CHet

OO0 71—
HABA o= sis Azsp| B20) S0l H2 SHHO| QItkBakchoul et al 2009; HEH S
(Immunological 2006).
assay) 2) XA EQ'.-E-)S'.E (Particle Gel Immunoassay, PaGIA)
MOl STHA| XL At FHLHO| E0|HAIE BrEAIH STE LAY SEEA| L2 UXE
=25k SRO0ICE 202 O|LHS| HIE AJZH0) SRIE AET 4 U0 SAHAAAH I 86%2
UXES 20|Lt, DIZE=Q E0|=0f ThS Hatst 21l @it Meyer et al 1999).

FMZZAE  MZU 8o, o Y2 5SS ZHOI0 YRS RAUIREM7|0| FUGHL flow chamberS X/ 0f
(Functional Flow aﬂow W BHLEN S MBS 5o SHoH WHOIC,. M2E 2HIZAR &2 oz
=
aH -

=
Cytometric Assay) 7ERIB], ZHAF AIZHO| B0 AR =S5 A| §h=Che FEO| ALK Tomer 1997).

1.4 =2 20

& 7le2 201349 3¥ Alo=T|ew 7 EslolN o/ PRARA| [eferEg A o=
SA=NCH, o]F 20154 3¥ 7H2d A=YAEH Hede] 2o o= ‘%Oﬂﬂ%ﬂ/l’F@ﬂ]
[Srehd=g Ay o= g3 74 vlgo] F=] SA= U



NEC SIG-PFASIRIS1E L TTIc) 2 A

H 1.2 ollmt2l-Pr4 Yx[stetU3HAZ Y] AeF

T= e
9| (=) @al_ﬂf%'/ PF4 2| (et HAZ ‘
ere &) Anti-Heparin/PF4 antibody [Chemiluminescence Immunoassay]
22M5 /IC 436/ CZ436 =20{0{&2 e
=5 Gt/ PF4 ZATIA(O]| CHEE &R RFE SQIoHY SIME Ry SAM Z4AZ TIEH
Chied ST REd FAT HAS(HIT) et
SEXOfA RiF(SH HUES MM (YRR 28 = SRS Trisodium Citrate)2
2 M2y
X 0t0| 2 2XKparamagnetic microparticles)2t ZAS £&t-HIY5I0 A 00|22 AL &
AL | 2| & MAETHAE HA HFHHE HAE
=ries 0|AZ20[=0] BXAIEH 321 IgGHMZ 4 E FEXHtracenE 7I8t & F W tiYat 22, MM
AHE HE
SfUAIS S SUATI = ALS 750 LIELE 2 StetdEdeMr|E 8ol RLUHRIE 583t
U 3 SYUEFHO| BVt UR|oh=X| Zolgt
P SEE 0128 ZA0|E2 AT ZAS0| Aot XA 50| 7+s0tH, ZAF Z20HE H|W X
c= B g 2 QIS (ALAIZE & 308)
= HifEo=z DIZEIH R HIE0| =8
HIE ok g~100H

RACRIIE  EAUSHSHM (L-164)

1.4.2 32|

oot -PF4 A [SFeP=gra o241 9] thid7] 7191 HemosIL AcuStar HIT-IgG (PF4-H) Assay
2} HemosIL AcuStar HIT Controls+ "= FDAS] Automated, chemiluminescent immunoassay
(CIA) AP 712 5905 WRttH(E19 At 2017.10.16.)2. =] BHHL] Fof 2§ o= RIg 5
gloit}
BAA -

1.5 Mgy

1.6.1 Melg7|8HWI BN

1.5.1.1 S|ot2l/PF4 SHHIZAL (2009)

SE °‘Xﬂ7“}v &lotd 1= polyvinylsulfonate®@} 231 PR40] HFE51=1gG, IgM, IgAS] TAIE
9lsh= ‘AAHIAAM (enzyme immunoassay, EIA) o tist A9 w7 |&H 7S $~345}3itt
B7HaT, SRt YIRS A Hsto] HANE FRE T A 2jof| A o] Foix BE JHIY 2jofli=2hAtollA|
A-AQ HoE 7HotA] o B = HARY P/ SHolA FAI7F §ls AL E WHSISITh 74/\}—04
FRAY TS, YIfdEE w2 W 5o} Yol SXIPARE &85V ofE
B7Foloint. ERt 3ot et A Xetke] Ay EL Y= A| Yo, AAIgke] SEA] gk 7&”\}&

2) = FDA CLASSII (510(k)%%1: No. K170854



B7sI5Ic.
1.5.1.2 Solimt2l/PFAZHI[SHEIAEHAAAL (2013)

20134 Aloj=7|eW7olA Fellud/PrAFA et a IR A dAre] i H wakde

A&7} 519 o Mok WrHAT & 38-S Hig o 2 BelE A S 5o Wrelylct kA - fEA
7143t ﬁiﬂi Azt = Aol 1 ojFojx oz oA HHZQl HNE 7IetA] kot kgt
HAfolH, 2o h—¢ Sl MW AARRLS] QA =7} 48 7Rs T R0 R FaE o] Sk AR
A& 753 E}( B 714] A12013-101%, 2013.6.27.).

1.6.2 AAIS| R84 23 HAN Esi0F

1.6.2.1 Sun (2016)

ot Xy HrpAGEo] tist] SAHIHAPH(ELISA) oiH]
9]"*‘3}*]’ @CH H (CLIA) 59 V‘—T—ﬁ 7d/\}(rapld immunoassays, RI)E 9%t 5 23H2] &3S
Aesto] AJA —1 AL e ] B e

IgG-Specific RI HAAR= o8k oAl EAHAGAPH(ELISA)Y vlsl e/ gdo] gFd=lo] @713t

HIARE EY T AeS st

1.6.2.2 Nagler (2016)

HIT SRS 02 SRS R fel LA PIN ALY 9514 84971
£ Mestol AAH BATES Sasigich. 1 A Aehy 7 9A|Y S
88 7279, T18% o5kl i1 o] ek Seie] Ba1el Sl Aol ke Aoz B nsisich

2. 3N

714L FolgRon MY FE F AR EHIE e Y& dstel £ A7 B
o 271487} o) F APA EAHY(REA)N that A AelolEstu, tiRol vl aago] et
78 FYH o WRRoRA A oa% A FuARE Agstas st

rl e of
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1.2 PICO-T(timing)S(study design)

2 37te] SR ofgfel Peh

1) HIT oJ4lgkate] Aleto] Qlof Shehalgmioliaule S84 galutel-Pr4 FAAAe] 14
ofw3t7}?

2) SRSpA RO A S S8 QS PFA AN H18 B Hl8EIAL ofw T

9 WALES 98 AAH EARZO) ARAHPICO-TS)S T} 2,

[o

T



H 2.1 PIC(R)O-TS M& Ug

7= HEUHE
Patients (Cli&2HXL) oLt =y PAH UAS(HIT) ikt
Index test (BXHZAL  olTE/PFA B4 [StaLEHAR A

1) 7I5ZAt (Functional assay)

- N2EH 2H|s HAH(14C-Serotonin Release Assay, SRA)

SR REM AL BM3E HAL (Heparin—Induced Platelet Activation test,
HIPA)

. SHALDLN SX|= A i
Comparator tests AAM SIS AL (Platelet Aggregation Test, PAT)

.I
(B2 2) HAZAAL (Immunological assay)

Kt HAEMEH (Particle Gel Immunoassay, PaGlA)
AHAAA} (Enzyme-Linked Immunosorbent Assay, ELISA)

fol 0

3) SMIEZEMHY (functional flow cytometric assay)

- MI2EY 2|5 ZAAF (14C-Serotonin Release Assay, SRA)

Reference tests - @AM SRS AAL (Platelet Aggregation Test, PAT)
RNHF) - QUXHA HAZMH (Particle Gel Immunoassay, PaGIA)

- QMIEEMH (functional flow cytometric assay)

1) ZITPHERd
- MU (sensitivity), £0|& (specificity)
- UM/SMOIZEE (positive/negative predictive value)
Outcomes (ZA1}HZ) - UM /S MEH| (positive/negative likelihood ratio)
2) ZHlA 73 ZapHa
- HIZ, H|2-81M (Incremental Cost-Effectiveness Ratio, ICER)
23| ™2! (Net monetary benefit)

Time (FH2E7IZH HIetotx| 45

Study Design (H747) 229 bW UMAHT, EITHHY AL 2l Xk HI7tH1 AXY oo

Language (ET04) 5H=204, Jof

1.3
cheo] el AU eI

- =r2]: Ovid-MEDLINE, Ovid-EMBASE, Cochrane Central Register of Controlled Trials
(CENTRAL)

- 0 KoreaMed, S0 R= o JEfolAKMbase), SHEFOIEOIAKISS), T3 R ARISS),
NDSL(E7 k171474 5ATE))

PICO @40l Jsh WolE TABe, AAAAS B3 F8 Afdolet Bel ol

A91981e] Yolg o) YL T SAstect

ks

1=

MO

Bu

ot

etk Tt
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ZWdEE A0l87]4/1 AT TAE A4S 20134004 14 AR AR Agsiic

AAo] 84 F 1% Aol 291U81S B9 SASIATHIRE] FRAA A Fx).

ARV Tl AT A, B AP TRl AT} HEslol Al Fje) AnE 5 vl
7] 2Bkl BeksAL S
H 22 9 AEEiR 7|1E
ME{7|Z (Inclusion criteria) Hi&I71ZE (Exclusion criteria)
APROl Hol5t HPLfAOR o1t 25 - SEEl(non-human) X LA 7
= [ (pre—clinical studies)
AFFIOI| |5t ZXHZIA CHaH $I15t 251 N n . .
. A[Hg” X*OIOPHSII'E—TLJOQIIE;}:H ;_r:__rla o3 - #X(original article)7t OHd A7L(non-systematic
ARl HO|5t ZTRES 5iLE OA E‘—ﬂa‘;a reviews, editorial, letter and opinion pieces etc)
J_LE [ . S|AHE&{0 7:10
Aftol Folet e st 28 sfreee e

A E=I|EJ_(case report)@l ¢+

L BT RS /1 0l A1 RRA0R S 0 Ao el

offt
ggn
l—ﬂ
§§
_:L

APAA ] ThE Hrhe L thea} o] A5,

- AeE 29]9] vjEY 9 Atk H7HeT QUADAS-2(Quality Assessment of Diagnostic
Accuracy Studies-2)5 &80 tHWhiting et al., 2011).

HLEIHY, HAYB7 59 ATl hefil BEY B YKo Btk

1.6 XAI2F=

AN S5 1o BRT AR E BF FE5P] ATHIIRANS Sl A % T AU
9] F 2galo] ALgsict

FEI AR FQ 8-S AFLe] Aukd EA(EF7E 73, A, BluAlE, TATE 5), A7
=4, FE4, A8 5 ol

N'

(o]



o] AL BYHOE A5 25 1, SAS) RUAT UL B9 AR =012 59
Feletsict

H23X2FE L8

= FOUE
HTLEN KA EHAL, H=TL HAA, ] XA
=T=e HISEE Got=F0f oot T
o1 LCHA} -ﬁ—_rLEH%* S WA 89, At =, A
(A B, AT, AT AEY
“BSIHBAL (HIZEA}, RITAI2E)
- HemoslIL AcuStar HIT-1gG, HemoslIL AcuStar HIT-total antibody (Ab)
of (Instrumentation Laboratory, USA) S
-H| W AL
HOBEHAL
ZH AAE LA
P[> SEPS
747 L o=0o
FTEN higany sz

Aol HolE ARgEY Bl A QoRtrt.

_l

HEREA A], o] 4 2 A A1 0 =2 T (forest plon BRIsI1 0, 17 SAGFS 7GR
A7 A o] d/ g Wstglth. 1° AR 710 0-25% 2 o1 d/do] UehtA] gh= 2o R

= = =
, 25-50%= R 52 50-75%= 55 53, 75-100%= 0] & Ado] =8 A o & 141519t Cochrane
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jabl
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e
i)
g
n\i
i
M
T
o
4>«
N
)
b
4
o
_0|L
Q
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1.7.2 HIEg 24y

=7PE Eol g A A9 Bl b A 9] o] dAde aiBisto] A4 245 st

2 A7t olsdsol gle I A7 e TR Asilen, A7 ieds] oldd met 2w,



NEC SIGII-PRASIAI[S1E A T mIol= A ]

OBk, GAgoRha, FReln AnEAcshl, 2A7s Hofel ARE 1914
s gt

7152l U5 A4 Ble] AAS Bl AT L AW 4B UsHon, B 3319 2990512
59l /1 oot me e oy, BRAY, Aniy, Aned %A BI04 5 RE BhhEe
Af)Uslol4 2t
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G7r&4t

i

- 9] glo]efH|o] AE B3l 5 1,080H(=<] 7928, = 288H)0] FAo] HlloH ARt 25 HE
B9l B 6642 662, = 23S 12F Aok o] F L (full text) FESF ﬁ\_ﬁ%ﬂ A= A&
AR F 109G 9] 32 2F Aol 2ol oA 4Alojg7leH oA AeidE 3 38 52
E g7lo = vkdstd o™ 1H(Davidson et al., 2011)9] 739 SlehgH B A H S S-8514] &

AT gRoldo] wet 49¢3] AE & AR A A 251

—

Y SEEE oFf 11 3.1 2o, 25 A w0 A7 E 3.1 ol 89510 AXISHAH.

A

o

flo rlo mlm

S clo|E{ef 0] = (n=288)
=2| Hlo|E{H|0|2 (n=792) (H4Y 2020.7.1)
(A4 Y 2020 6. 19)
+ Ovid-MEDLINE (n=140)
- Ovid-EMBASE (n=647)
- Cochrane Library (n=5)

- KoreaMed (n=43)
o

. NDSL{n=4)

P AS+5E AE F WHE 88 4+ (h=416) |
——————————————i . 29| O0jE 0]~ (n=130) £
i - 2 o] 0]~ (n=286) f

. 29| COjEH|0|~ (n=662)
- S EHIOIEH 0|~ (n=2)

3
[ Mo 88 (n=664)

AR HE ¥ HiHE EE 4+ (n=650)

HE Y5 14 -5
5T Ge
& e
M e B (n=14)

- 29| HlO[E{H|0| A (n=13)

- AL dlojE|to] £ (n=1)
L% l J
e ~

e3o] ZEE 2# (n=10)

- 2| HlO|E{H|0|~ (n=10)

- AL Elo|E{|o] 2 (n=0)
. S

11



NEC SISMII-PFASIHI SIa A oIS S A

= F71o] A" oI F 10H O E o]A Al =r1&B 7 elA A9 3 2H(Van Hoecke
et al., 2012, Legnani et al., 2010)3} & 7oA AEA Hulo|ES 8H O] F3d(Marchetti et al.,
2020, Wines et al., 2018, Favaloro et al., 2018, Bankova et al., 2017, Vianello et al., 2015,
Minet et al., 2014, Minet et al., 2013, Althaus et al., 2013)2.2 F/J=| it}

2}
Mo
el
flo

g B0] IT-R8E B At BATE HITS S E it sioict, 23 s
2013, 2018¥=7} 22 24, 20104, 20124, 20149, 20174, 20204 2+ 1#Ho| &= 9ot
A F7He, Wolol, oferelo} 217t 31, B, 294 27} 2 ol girt.

3.1 Ftof| et =2

M A4RY K1 XX} il A=t O JLCH A ANHEE H|Z
1 @E&% Marchetti 2020 AQA H |T3§|1‘§§Jﬂ HIPA Al
2 é‘%?‘g‘é’; Wines 2018 k= HlTZQ;%%N SRA Al
3 é‘%?“é% Favaloro 2018 3F H|T1§|:;%g%ﬂ SRA A7
4 ](1;("7'%% Bancova 2017 AQA HITSL%QH PAT =1
5 @%‘% Vianello 2015 olz2jot HIT 9961)%%“ HIPA a7
6 %3%'; Minet 2014 7|0 H'ngé%” HIMEA A
7 mpem  Minet 2013 17 0 vl SRA e
8 é%'%% Althaus 2013 o) oﬁé'a%r - H'Tj??” HIPA e
9 mien ok 212 w\f b=l FreA !
10 gyt legnani 2010 OjgRlof e par S

SRA: Serotonin Release Assay, HIPA: Heparin-Induced Platelet Activation test, PAT: Platelet Aggregation Test,
FFCA: Functional Flow Cytometric Assay.

FloA] A HLEAARR] A AR Shige] i el S AAbo] glo] 491908] AES
%3] olof that Ark= A4k ke

2. HHg &4

o] ARk ol oA AFH SIS 7154 ghot AL ] w2 Qb el AL gl

Ao WASAL Ve, 2998 HEATCIN WALS BESH TN A TISHAR]
AZEYEUSARHSRA)] vle) £ BoH 7140] Akl A g Hloleke ool g,

T
[e]f

12



Folntel-PRAGASRIEEAGEAEY REMe F 108 A7 DAz Auyeye
el Wzt Solw oovgq%m%oﬂéi AR 11’6}9&3}. APyl et

Tok= Q ﬂlﬁ(cutoff Value)t —u:odoﬂ/ﬂ 71&H
= E}EP HIT—IgGe} HIT-IgGAM3)Q] A1}E k2 A A|5HTt.

3.1 Xct™=ty
HIT-1gG(YAIZE 1.0U/mL)2] §17%=2] ¥l 0.667°141 1.000, Eo]%2] HY=0.667°14 0.970,
AHASTE(AUC)Q] HY= 0.8629014 0.971% YrETh

HIT-IgGAM(QAIZE 1.0U/mL)e] WZ=2] M= 0.667°4 1.000, E°]x=2] ¥+ 0.730°14]
0.970, ATHSE(AUC)S] M= 0.747°014 0.913°F LeFTY

Zyzko] B3lofA Bad el Eol k= th2a

Wines 5(2018)9] 7= HITOAEA}F 279 A CE 4T score 48 oY A IARHAE
NZEJEH]SHARR st & AARE Aldskth. AAREY HIT-1gG(JAI% 1.0U/mL)S] e
1.00, Eolxx 0.92& H13lch

Favaloro 5(2018)2] 917= HIT 9413H4} 1038 thif0 2 AR AAE A2 EYEH| 5 HALR 5lo]
5 HAARE A5t HAFEAT HIT-1gG(YAIZE 1.0U/mL, 2.0U/mL, 3.0U/mL)9] I =+ 0.949,
0.881, 0.763, Eo|%=0.734, 0.852, 0.992% X135} T}

Bancova 5(2017)9] A= HIT 94gHt 1798S td 02 A2 E B4 AAR sto] &
HARE Aot AAFET, HIT-1gG(YAIRE 1.0U/mL, 2.8U/mL, 9.4U/mL)2] W=+ 1.000,
1.000, 0.846, Eo]Z= 0.928, 0.976, 0.994= R 113}9ict.

Vianello 5(2015)2] 9= HIT QJA3R} 96H-S tALC = 4T score 474 oA} 749 AZXAARE dllutd
S A 40 SA5H AAKHIPA) 2 5to] 5 AARE Al38steith AARE T HIT-1gG(Y A1) 1.0U/mL)2]
97T 0.950, Eo|E = 0.9308 5k

Minet $5(2014)2] 97-= HIT 4184} 46782 thA .2 4T score 37 1Y A% H2AALE dljokal
A= o5 A= 33 (Heparin-induced Multiple Electrode Aggregometry, HIMEA)Z 3}o] &
HAALS Aottt AAFET HIT-1gGAM(YAIZE 1.0U/mL, 9.41U/mD)9] W3EE 25 1.000,
E0]|%+=0.909, 1.000°.2 B A1E e},

Minet 5(2013)2] ++= HIT Q4R 4582 22 4T score 33 oY AF F2HAE
AZEUER AR 5 HARE AlFsteith. AARER HIT-IgG(}AI%E 1.0U/mL, 2.89U/mL)2

it

3) HIT-IgG: HemosIL AcuStar HIT-IgG, HIT-IgGAM: HemosIL AcuStar HIT-total antibody (Ab)



NEC SISMII-PFASIHI SIa A oIS S A

UEE 2% 0.667, £l 0.923, 0.9492 HIatYch HIT-IgGAM(YAIZ 1.0U/mL,
9.41U/mL)9] ¥IfEE B 0.667, §ol%4= 0.884, 0.979% H 5Tt

Althaus 5{(2013)9] A= HIT QJ48HA} 44878S ti o & 2 FALE dlutdl A4 4w 8/ds)
HAHIPA) & 3ol & HAARE AlFsil. AARES} HIT-IgG(AAIE 0.57U/mL, 1.0U/mL.
2.0U0/mD)Q] ®IFEE 0.981, 0.962, 0.846, E°lk= 0.934, 0.965, 0.9852 HII5}YCt.
HIT-IgGAM(JAIZ 1.0U/mL, 2.0U/mL, 2.45U/mL)2] 97 25 0.981, S0l 2474 0.821,
0.934, 0.957= K115}t

Van Hoecke 5(2012)9] 7= HIT YAEAF 878 A} o & A HFAAR= A ZEAHOo R 5

AXE Aot AAF A3}, HIT-IgG(@ARE 1.0U/mD)Y 9%+ 1.00, E°]%=% 0.85%
B35t} HIT-IgGAM(YAIE 1.0U/mL, 5.0U/mL)9] 97T 25 1.00, Solee 47+ 0.73,

0.91% 2135}t

Legnani 5(2010)2] ¥++= HIT 942} 102 o2 F2AARE 4 -SHAARHT score
473 o|Fo & sto] 5 HANE Aldstqint. HAFET, HIT-1gG2 HIT-IgGAM(YAIZE 1.0U/mL)<
s 25 1.00, °les 42 0.973 0.812 HAIsHiH.

HI1 KA} daT Sol=
ATy EZEL Az HIT- HIT-
of L -
(@) HIT-Ig6 ooy HITIG6 oy
Wines  HIT 988AF  SRA+ _ i
0019 putc a(ey  10U/mL 1.000 0.920
; 1.0U/mL___ 0.949 - 0.734 -
|
Ffz";:%r)o TSR sha —200/mL 0881 - 0.852 -
S 3.00/mL___ 0.763 - 0.992 -
_ 1.0U/mL___ 1.000 - 0.928 -
-
Bé%‘;‘;‘;a TSN AT 28U/mL 1.000 - 0.976 -
S 9.4U/mL___ 0.846 - 0.994 -
Vianello HIT QJA&kx} HIPA + _ ~
o1 oo A ey  10U/mL 0.950 0.930
Minet HIT oJAIBIR} HIMEA + 1.0U/mL - 1.000 - 0.909
(2012) 465 4Ts(23)  941U/ml - 1.000 - 1.000
Vint  HTowax  swas _OU/mL 0667 0667 0028 04T
013 i ia(og) _28%U/mL__ 0.667 949
9.41U/mL - 0.667 - 0.949
; 0.57U/mL__ 0.981 - 0.934 -
|
/?ggfg)s' ATAeE™ HPA 1.0U/mL 0962 0981 0.965  0.821
S 2450/mL - 0.981 - 0.957
Vnboedke  HITOMEAE o 10U/mL 1000 1000 0850 0730
(2012) 87% 5.0U/mL - 1.000 - 0.910
Legnani HIT 2 &2kAt PAT +
o010 o5 iTe(sgy 1OUML 1000 1000 0870 0810

* A ZAF B AAEE: 1.00/mL
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HIT-IgGe} HIT-1gGAMS] A&, S4SE, FF9LH], 2449 H], AFHE(AUC) A=
ol ¥ 3.3%} gt}

H 3.3 $II12I-PRASIH [t mey = A | o| ZIEHYSHY AN F4/SHUSE, QEH), TEysis

J

2 -, REEER
(¢x) (N) =s = TP FP FN TN Sn Sp PPV NPV LR+ LR- AUC*
_ 013 0.00
Marchetti HIPA 0.13¢0.33 _0.60
(2020) 4Ts =2 HIT-IgG O 33(1.0 N/R 3.40 N/R
(351) 1.0-3.0 69.13
3.0 o
Wines SRA*
(2018) 4Ts =24 HIT-lgG 1.0U/mL 12 0 1 14 1.0000.9200.923* 1.000* 15.00* 0.00* 0.963
(27)
1.0U/mL 0.9490.734 3.573
Favaloro  SRA . P — PP
(018 (103) HIT-IlgG  2.0U/mL N/R 0.881 0.852 N/R 5.938 N/R
3.0U/mL 0.7630.992 97.63

1.0U/mL 13 12 0 154 1.0000.9280.520* 1.000* 13.80 0.000 0.933

Bankova PAT  HIT-IgG

©017)  (179) 28U/mL 13 4 0 162 1.0000.976 0.765* 1.000* 41.50 0.000 0.978

94U/mL 11 1 2 165 0.8460.9940.917%0.988* 140.5 0.150 0.983

N
v 4HT|SPA;4 HIT-IgG 1.0U/mL 20 5 1 70 0.9500.930 0.990 0.800 14.286 0.051 0.938
(96)
vine  TIMEA+ 10U/mL 2 4 0 40 1.0000.909 0.333 1.000 11.00* 0.000 0.913
(2014) 4Ts =3 HIT-IgGAM
(46) 9.41U/mL 2 0 0 44 1.0001.000 1.000 1.000  0.000 1.000
WTge QWML 4 3 2 36 06670923 0571 0947 8.667* 0.361 0889
Minet  SRAT 2.89U/mL 4 2 2 37 0.6670.949 0.667 0.949 31.67* 0.000 0.971
(2013) 4T(j§3 1.0U/mL 4 5 2 34 0.6670.871 0.450 1.000 8.630* 0.000 0.894
M UMl 4 2 2 37 0.6670.949 0.667 0949 31.67% 0.000 0.971
0.57U/mL N/R 0.9810.934 0.662 0.997 N/A
HIT-IgG 1.0U/mL 50 14 2 382 0.9620.965 0.781 0.995 27.20 0.040 0.964
Athaus HIPA 20U/mL* 44 6 8 390 0.8460.985 0.880 0.978 55.85 0.156 0.969
(2013)  (448) 1.0U/mL 51 71 1 325 0.9810.821 0.418 0.997 5.470 0.023 0.840
HIT-IgGAM 2.0U/mL* 51 26 1 370 0.9810.934 0.662 0.997 14.94 0.021 0.940
2.450/mL N/R 0.9810.957 0.751 0.997 N/A
v HIT-IgG 1.0U/mL 7 12 68 1.0000.850 0.368 1.000 0.668 0.000 0.862
Hoecke TCA 10U/mL 7 22 58 1.0000.725 0.241 1.000 3.646 0.000 0.747

Legnani PAT  HIT-IgG 1.0U/mL 17 3 82 1.0000.965 0.850 1.000 28.33 0.000 0.971

0
0
ou/mL 7 7 0 73 1.0000.913 0.500 1.000 11.43 0.000 0.920
0
0

4Ts =4
20100 " (1) HT-lgGAM 1.0U/mL 17 16 69 1.0000.812 0.515 1.000 5.313 0.000 0.843

* YA AmFE0] BV B¢ 7R AAR(TP/TN/FP/ENYE &85t A&t
N/R: not reported, N/A: not applicable
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NEC SIGII-PRASIAI[S1E A T mIol= A ]

3.2 TIthgshd HEHE A

|

3.2.1 HIT-IgG

HIT-1gG AAFAIE Ra1gH & 77 &3(Wines et al., 2018, Bankova et al., 2017, Vianello et al.,
2015, Minet et al., 2013, Althaus et al., 2013, Van Hoecke et al., 2012, Legnani et al., 2010)]|
tisto] HEREA S AABIAT AlRAMNA Aske AAIGR] 1.0U/mLe]l Hiet AmE F+E3to]
Z-Estqint. ol9] wdlofl AAE dARS] BF &4 7Hestt At SESHA] kot HEREA oA
Al L5t

3.2.1.1 U

HIT-1gG AAM] & == 0.95(95%CI 0.90, 0.98)0]12H, oA g2 &2 A o0& BA =]t
(1°=32.2%). WZ=2] M9 0.67~1.000]91tt
- Sensitivity (95% Cl)
— B Wines 2018 0.92 (0.64-1.00)
8 Bankova 2017 1.00 {075 - 1.00)
——' @ Vianello 2015 0.95 (0.76-1.00)
= —| Minet 2013 0.67 (0.22-0.95)
Althaus 2013 096 (0.87-1.00)
Van Hoecke 2012 100 {0.59-1.00
Legnani 2010 1.00 Eu.an-w.uul

|

|

e Pooled Sensitivity = 0.95 (0.90 to 0.98)

Chi-square = §.85; df = 6 (p = 0.1823)

0.2 04 0.6 0.8 1 Inconsistency (l-sguare) = 32.2 %
Sensitivity

18 3.2 SEUHE: HIT-19G

3.2.1.2 80|

HIT-IgG AANS] B3HEo]E 0.94(95%CI 0.92, 0.96)0]9loH, ojAe FEra ekt
(?=63.9%). £°1=9] W= 0.85~1.00°1 %,

Specificity (95% CI)

i Wines 2018 1.00  (0.77 - 1.00)
j_ Bankova 2017 093 (0.88-096)
Vianello 2015 093 (0.85-0.98)

Minet 2013 092 (0.79-0.98)

i Althaus 2013 0.96 (0.94-0.098)
—&! Van Hoecke 2012 0.85 EU.TS - 0.92}
—i'— Legnani 2010 0.96 (0.90-0.99

. Pooled Specificity = 0.94 {0.92 to 0.96)
Chi-square = 16.62; df = 6 (p=0.0108)
Inconsistency (l-square) = 63.9 %

0 0.2 04 0.6 0.8
Specificity

13 3.3 SYE0|k: HIT-10G

16



3.2.1.3 SROC (Summary Receiver Operating Characteristic)

HIT-1gG AAF] FFROC (SROC) Ao A4IR} S2FEA] pA15E AZH(AUC)S 0.9826°]%0 .

1
'/_’f/—"
/.// Symmetric SROC
0.9+ > AUC = 0.9826
SE(AUC) = 0.0068
Q*=0.9421
SE(Q*) = 0.0135

0.8

0.7 4
06 -

0.5 /
0.4
0.3

0.2

0.1+

0

0 02 0.4 0.6 08 1
1-specificity

J13 3.4 SROC Z4: HIT-10G

3.2.2 HIT-IgGAM

HIT-IgGAM AAFE TS R 11%HS 57 3 (Minet et al., 2014, Minet et al., 2013, Althaus et al.,
2013, Van Hoecke et al., 2012, Legnani et al., 2010)°]l tisto] HEHEA-S AA|5FX T

3.2.21 U

js

HIT-IgGAM AAR] BT L 0.96(95%CI 0.90, 0.99)0]910H, o]APL ZFE5r & BAEQlch

(7=52.2%). WA=} W= 0.67~1.00°1 9T,

Sensitivity (95% CI)

8 Minet 2014 100 (0.16 - 1.00)
Minet 2013 0.67 (0.22-0.96)
Althaus 2013 0.98 (0.90 - 1.00)
Van Hoecke 2012 100 {0.59 - 1.00)
Legnani 2010 1.00  {0.80 - 1.00)

Poaled Sensitivity = 0.96 (0.90 to 0.99)

Chi-square = 8.36; df = 4 (p = 0.0791)

0 0.2 0.4 06 0.8 1 Inconsistency (l-square) = 52.2 %
Sensitivity

13 3.5 SEUAE: HIT-laGAM
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NEC SIS~ PFASHH[SIE A BT A

(=]

3.2.22 80|

HIT-IgGAM #AALS] E3FE0]= 0.82(95%CI 0.78, 0.85)0]%10H, o]AAL 5= UEttt
(1°=49.5%). E0]%=2] M9JE 0.73~0.91°]9itk.

Specificity (95% Cl)

Ll g | Minet 2014 0.91 (0.78-0.97)
Minet 2013 0.87 (0.73-0.96)
Althaus 2013 0.82 (0.78-0.86)
Van Hoecke 2012 0.73 (0.61-0.82)
—i.i— Legnani 2010 0.81 (0.71-0.89)
(.
e Pooled Specificity = 0.82 (0.78 to 0.85)
Chi-square = 7.92; df = 4 (p = 0.0947)
0 0.2 04 06 0.8 1 Inconsistency (l-square) = 49.5 %

Specificity

12 3.6 EEE0|Z: HIT-IaGAM

3.2.2.3 SROC (Summary Receiver Operating Characteristic)

HIT-1gGAM AAFS] EROC (SROC) FAof| A F=A1x} 5254 F-A15 W2 (AUC) 0.9208°] L.

Sensitivity SROC Curve

1
P e e—

/ / Symmetric SROC

0.9 -| AUC = 0.9208
/ SE(AUC) = 0.0332
m / Q*=0.8543
0.8 | / / SE(Q*) = 0.0383
0.7 - /
-] /

0.6 -|

0.5 -

044 /
0.3 /

./
./

0

0 0.2 0.4 0.6 0.8 1
1-specificity

13 3.7 SROC FM: HIT-1gGAM
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El
AN

AAPEo] thFstA A7 Elo] glo] ZAMI ] 7Fs3t 7o) s HIT-1gGHA

B Ao o I EEHAAPH AR E 815 HAKSRA), slukd Fe/d dasd
A (HIPA), @49 545 HAAHPAT)OIH. I HEHAPE ZF 2HO 7 F 63 E31S B0
Fact. HIT-IgGAMAARS] 749 I APER 247} 10| Hargol| wet B4-E A|gskA] Aottt

Lo
ol
K3
d
%

o]

]
ks
jgj
L)

H
ook
O[A

3.3.1 M2EY 2H|s ZAKSRA)

(

O

NZEY EHl5 FAE
2013)°] it}

T HZAAR A|YSE d3t= & 2H(Wines et al., 2018, Minet et al.,

d

3.3.1.1

HIT-1gG AAM] 397 EE 0.84(95%CT 0.60, 0.97)°]%1oH, o] AL Lk
(I*=47.0%). 1Z%=2] HO= 0.67~0.920]ct.

;}q\og

i
T
0
%)
T

rlo

Sensitivity (95% CI)

I — B Wines 2018 0.92 (0.64-1.00)
i B | Minet 2013 0.67 (0.22-0.96)
| |
Pooled Sensitivity = 0.84 (0.60 to 0.97)
Chi-square = 1.89; df = 1 (p = 0.1698)
0 0.2 0.4 0.6 0.8 1 Inconsistency (l-sguare) = 47.0 %
Sensitivity

712 3.8 #HEZEZAA SRAQ ESDIZIE: HIT-19G
3.3.1.2 50|

HIT-1gG AAM] EFE0 T 0.94(95%CI 0.84, 0.99)°]%1.oH, o] & A
(I*=47.5%). E0]%=2] H= 0.92~1.00°]ct

we gos

i
T
)
39,
T

rlo
rlo

Specificity (95% CI)

Wines 2018 1.00 (0.77-1.00)
| Minet 2013 0.92 (0.79-0298)

Pooled Specificity = 0.94 (0.84 to 0.99)

Chi-square = 1.90; df = 1 (p = 0.1676)

0 0.2 04 0.6 0.8 1 Inconsistency (l-square) = 47.5 %
Specificity

12 3.9 HTEZZAF SRAQ| ESHE0|E: HIT-IgG
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3.3.2 Joi L&A AT stM5L HAKHIPA)

g|utel ST A Fag A5 AAKHIPA)S #T HE2AAE AJd5 7= & 2H(Vianello et al., 2015,

Althaus et al., 2013)°]3it}.

3.3.21 Ak

HIT-1gG AAM] S35 0.96(95%CI 0.88, 0.99)0]]oH, o]dALe ko #o g BAL]

(1*=0.0%). W7E=2] HO= 0.95~0.96°] Atk

Sensitivity (95% Cl)

Vianello 2015 0.95 (0.76-1.00)
Althaus 2013 0.96 (0.87 -1.00)

Pooled Sensitivity = 0.96 (0.88 to 0.99)

Chi-square = 0.03; df = 1 (p = 0.8603)

0 02 04 0.6 0.8 1 Inconsistency (l-square) = 0.0 %
Sensitivity

J% 3.10 FaBEZEAA HIPAS SERIZE: HIT-10G

3.3.2.2 B0|T
HIT-1gG AAH] B850l =E 0.96(95%Cl 0.94, 0.98)°1910.1, o] dgL e Zlog HAH

(1*=28.3%). E0]x=9] %= 0.93~0.96°]31ct.

Specificity (35% CI)

Vianello 2015 0.93 (0.85-0.198)
Althaus 2013 096 (0.94 - 0.98)

Pooled Specificity = 0.96 (0.94 to 0.98)

Chi-square = 1.39; df = 1 (p = 0.2377)

0 0.2 04 0.6 0.8 1 Inconsistency (l-sgquare) = 28.3 %
Specificity

J 3.11 FuBEZEAA HIPAS SRE0|E: HIT-1gG
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¥5l+= % 2¥(Bankova et al., 2017, Legnani

SHES M (PAT)

3.3.3 g4
A2t $U5 AHPATIE FLEZ AR A3
et al., 2010)°]31c}.
3.3.3.1 2z
HIT-1gG AAR] 87 %=E 1.00(95%CI 0.88, 1.00)° ojAgL 2 Ao F BT}
(*=0.0%). Y17=9] ¥ 91= 1.00~1.000] %A
Sensitivity {95% CI)
Bankaova 2017 1.00 (0.75-1.00)
Legnani 2010 1.00  (0.80-1.00)
Pooled Sensitivity = 1.00 (0.38 to 1.00)
Chi-square = 0.00; df= 1 (p = 1.0000)
0 02 04 0.6 0.8 1 Inconsistency (l-square) = 0.0 %
Sensitivity
O 3.12 2t EZAA PATL S E: HIT-1gG
3.3.3.2 50|
HIT-1gG A BFEI=x 0.96(95%Cl 0.85, 0.98)°]%2.H, oA/ F2 20 FA I}
(I=32.9%). £°01%=9] ¥l= 0.93~0.96°13{ct.
Specificity (95% CI)
0.93 (0.88 - 0.96)
096 (0.90-099)

Bankova 2017
I Legnani 2010

ad Pooled Specificity = 0.94 (0.90 to 0.97)
Chi-square = 1.48; df = 1 (p = 0.2223)
=329%

Inconsistency (l-square)

0.4 0.6 0.8
SaIAE: HIT-1gG

0.2 .
Specificity
O3 3.13 HOHEZAA PATS
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3.4 4T score A|H{FE QI E4

£ AP 9] A Zehs 913t i 0 2 E8E]= 4T score Ao ol w2 Wizt

ru
=)
N

r
d

s
b
filo

Al 3513t
3.4.1 AT score A& HIT-IgG

4T scores AlYSHHIT-1gG AAPH 7= % 4H(Wines et al., 2018, Vianello et al., 2015, Minet
et al., 2013, Legnani et al., 2010)°|it}.

3.4.1.1 A

4T score A3 HIT-1gG AAFY] SHIAEE 0.93(95%CI 0.83, 0.98)0]21 0.1, o] ZAJ-2 k7t =4
A ATHI?=51.9%). TZ =] HE= 0.67~1.000] 1Lt

Sensitivity (95% CI)

: | Wines 2018 0.92 (0.64-1.00)
Vianello 2015 0.95 (0.76 - 1.00)

0 ' Minet 2013 0.67 (0.22-0.96)
( )

1l Legnani 2010 100 (0.80-1.00

Pooled Sensitivity = 0.93 (0.83 to 0.98)

Chi-sgquare = §.24; df = 3 (p = 0.1008)

0 02 04 06 0a 1 Inconsistency (l-square) = 51.9 %
Sensitivity

21 3.14 4Ts A&l HIT-1gG ZAte| Egoizie

3.4.1.2 50|

4T score A3 HIT-1gG HAR] E3E0|%=E0.95(95%CI 0.91, 0.97)0] o, o]d - tko Aoz
EAE ATHI*=0.0%). Sol=9] H91= 0.92~1.000] A

Specificity (95% CI)

Wines 2018 1.00 (0.77 - 1.00)
Vianello 2015 0.93 (0.85-0.98)
Minet 2013 0.92 (0.79 - 0.98)
Legnani 2010 0.96 (0.90 - 0.99)

Pooled Specificity = 0.95 (0.91 to 0.97)

Chi-square = 2.77; df = 3 (p = 0.4289)

0 02 04 06 048 1 Inconsistency (l-square) = 0.0 %
Specificity

J% 3.15 4Ts A HIT-1gG A S2E0|=
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3.4.1.3 SROC (Summary Receiver Operating Characteristic)

4T score A% HIT-IgGHARY] S}ROC (SROC) FAloA =412t 52HEA A5t HA(AUC)S
0.98380] 3t

Sensitivity SROC Curve
1 -
e ——
/ Symmetric SROC
0.9 o AUC =0.9838
-
SE(AUC) = 0.0097
Q*=0.9446
0.8 SE(Q*) =0.0197
0.7
]
0.6
0.5 o /
0.4 - /
0.3 o /
0.2 /
0.1
0
0 0.2 0.4 0.6 0.8 1

1-specificity

1% 3.16 4Ts Al HIT-1gG A SROCHM

3.4.2 4T score Al HIT-IgGAM

4T scoreS AlY3t HIT-IgGAMAARH 94= % 3W(Minet et al., 2014, Minet et al., 2013, Legnani
et al., 2010)°] %]t}

3421 A

4T score A3 HIT-IgGAM AALS] EFUAEE 0.92(95%Cl 0.74, 0.99)0]19. 01, o] A4S okt
= BAECHI?=68.3%). TIZ=2] ¥l 0.67~1.00013{c

Sensitivity (95% Cl)

Minet 2014 1.00 (0.6 -1.00)
Minet 2013 0.67 (0.22-0.96)
Legnani 2010 100 (0.80 - 1.00)

Pooled Sensitivity = 0.92 (0.74 to 0.99)

Chi-square = 6.30; df = 2 (p = 0.0428)

0 0.2 0.4 0.6 08 1 Inconsistency (l-square) = 68.3 %
Sensitivity

T8 3.17 4Ts Al HIT-1gGAM ZiAte] E8taizie
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3.422 50|

4T score A8 HIT-IgGAM AHAF] S350l Z+= 0.87(95%CI 0.82, 0.91)°]312.H, o]

e
ox
Mo
AT
rlo

Ao g BALAHI*=17.8%). E0]%=2] M= 0.81~0.91°] 31Tt

Specificity (95% CI)

|
| Minet 2014 0.91 {0.78-0.97)
Minet 2013 0.87 {0.73-0.96)
' Legnani 2010 0.81 (0.71-0.89)

' Pooled Specificity = 0.85 (0.79 to 0.90)
Chi-square = 2.43; df = 2 ( = 0.2960)

0 0.2

0.4 0.6 0.8 1 Inconsistency (l-square) = 17.8 %
Specificity

% 3.18 4Ts AIY HIT-1I0GAM ZAtS S&E0|=

3.4.2.3 SROC (Summary Receiver Operating Characteristic)

4T score A3 HIT-IgGAMAAY] EROC (SROC) FAlo|A AR 52HEA 415 HA(AUC)S

0.92580] it

Sensitivity
1

SROC Curve

0.9 -

0.8 -

0.7

0.6

0.5 o

0.4 4

0.3 1

0.2 o

0.1+

_— Symmetric SROC

AUC = 0.9255
/ SE(AUC) = 0.0381

Q*=0.8598
SE(Q*) = 0.0448

/
I
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1-specificity
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3.4.3 4T score OJA|& HIT-IgG
4T scores A|YoHA] L2 HIT-IgGAMAANH A+ % 3¥(Bankova et al., 2017, Althaus et al.,

o]

2013, Van Hoecke et al., 2012)°]9ith
3.4.3.1 Bl
4T score "AI3Y HIT-IgG AAR] ST+ 0.97(95%CI 0.90, 1.00)°]31 qgedeziosd
A AH1%=0.00%). DAE2] ML= 0.96~1.000] L.
Sensitivity (95% Cl)
Bankova 2017 1.00 (0.75-1.00)
Althaus 2013 0.96 (0.87-1.00)
Van Hoecke 2012 1.00 (0.59-1.00)

Pooled Sensitiity = 0.97 {0.90 to 1.00)
= 2 (p=05159)

Chi-square = 1.32; df =
0 0.2 0.4 0.6 0.a 1 Inconsistency (l-square) = 0.0 %
Sensitivity
1% 3.20 4Ts OJA[Y HIT-10G A SRIZE
3432 50|
4T score PIAIY HIT-IgG A BHFECIE= 0.94(95%Cl 0.83, 0.98)01%1.0.H, o|&/dE #=A|
EA = ATHI*=85.4%). E°1%=2] H9l= 0.85~0.960] %t
Specificity (35% CI)
Bankova 2017 0.93 (0.88 - 0.96)
Althaus 2013 0.96 (0.94-0.98)
Van Hoecke 2012 0.85 (0.75-0.92)
Pooled Specificity = 0.94 (0.92 to 0.96)
Chi-square = 13.68; df = 2 (p=0.0011)
0 0.2 04 0.6 0.8 1 Inconsistency (l-sgquare) = 85.4 %
Specificity
T2 3.21 4Ts OJAI3 HIT-1gG ZAIe] E3E0|=
St HA(AUC)S

=23 1
Z_‘!z‘__l_j\o 415

3.4.3.3 SROC (Summary Receiver Operating Characteristic)
SR RIS

IT-IgGAAFY] B53ROC (SROC)

4T score H|A|SY
0.9711°]3ict.
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Sensitivity SROC Curve
1 -
Fi_/;ﬁ Symmetric SROC
0.9 1 AUC =0.9911
SE(AUC) = 0.0051
Q*=0.9613
SE(Q*) = 0.0131

0.8 -
0.7

0.6 /
0.5 - /
0.4

0.3 /
0.2 H /

0.1 -
//

0 0 0.2 0.4 0.6 0.8 1

1-specificity

13 3.22 4Ts OJA[Y HIT-IaGAM ZAAte| SROCEM

3.4.4 AT score O|A| HIT-IgGAM

4T scores A|YoHA] &2 HIT-IgGAMAAPE A= & 2H(Althaus et al., 2013, Van Hoecke et
al., 2012)°]9ict.

3.441 A

4T score T|A|3Y HIT-IgGAM AARS] 581 0.98(95%CI 0.91, 1.00)°]1.0.H, o] AL A
BAEATHI*=0.0%). WAE2] H= 0.98~1.000] 31tk

Sensitivity (95% CI)

Althaus 2013 098 (0.90-1.00)
Van Hoecke 2012 1.00  (0.59-1.00)

Pooled Sensitivity = 0.98 (0.91 to 1.00)

Chi-square = 0.25; df = 1 (p = 0.6136)

0 0.2 0.4 0.6 0.8 1 Inconsistency (l-square) = 0.0 %
Sensitivity

1% 3.23 4Ts O|A[Y HIT-IgGAM ZALS| S&TIZT
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3.442 50|

4T score U|A|¥Y HIT-IgGAM AA] S3EC| =+ 0.80(95%C1 0.77, 0.84)°|} 0., o] AL =7
FEAEQCHI?=72.4%). S0]=2] ¥ 9= 0.82~0.73°130ch.

Specificity (95% CI)

I | Althaus 2013 0.2 (0.78 - 0.86)

: Van Hoecke 2012 0.73 (0.61-0.82)

i

-+ Pooled Specificity = 0.80 (0.77 to 0.84)
Chi-square = 3.62; df = 1 (p = 0.0571)

0 0.2 0.4 0.6 0.8
Specificity

—_

Inconsistency (l-square) = 72.4 %

1131 3.24 4Ts DAY HIT-10GAM ZAL SBE0|

4. HIEEHE EMEN

—_

4.1 Black S (2017)

HITO] Aet 41 2|&L 7835}617] Y3ll, PaGIAS} ELISAZ CLIAZ tiA|sl7] Ax} 59 A7&
B3 o7 HE, H|wsto] Acktd v A4S 9519t

PaGIA®} ELISAE CLIAZ thAISH 3, AAF Al A7} 38.2% A4S 0™ FAgQl HAGAL AT
22.6%C1A 6.0%=2 4sH U, HAHAA FA TS T2 31} 5 HIPAS 539l 40 &34
3= 19% 27T

3

CLIAE &85l HIT A aA screening)S 3 745 HIPA thy] A7 5049 AAF ASE &Y
Z9lqlom, AA Y tiH] 214 H]-8-S B TS H]R-S €366,182.48004] €291,611.44% =
T S A7 HIsHct

4.2 Bankova S (2017)

AARY] & H]-82 AcuStar HIT-1gG2] 7% 117.70, ELISAS] 4% 51.02, PaGIAS] 7$-83.13°0&2
B 5GtHAY AT CHF 7|%).

AcuStar HIT-IgG2] H]-8-2 AQF 106.20, AHE 1.00, HwH]8 CHF 10.50082 AQAI7FS 15508
B ystct.

ELISAS] 7% A9k AE F Foff 26.10 (2 2 wA7] 23D, £AHEL2 1.90, Hat H]-&-2 24.5
QAR 175—“&: HI5k3it

PaGIAS] 79 A|9F H[-&-2 (65.19, ARE 0.44, HH]E 17.50 £QA|7F 25807 H 5]
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SRR+ A El(Patient Selection) 92 10H 3 5 2812 £ 9] H|EH Yol ‘B4 (Unclear),
82 E39 HEH A1¥o] WHlow) o2 B4
SAHAHIndex Test) S E3H 10H £33 F 10H 250 HEZYTo| Y2 o7 EAEQrt

HFaHEFHAAReference standard) G0+ ‘B (High Risk) 4%, “EZA(Unclear) 24,
"F3(Low Risk)’ 4HO & FAE 9]t}

2871573 B7HApplicability concern) ¥ -2 109 £ 5 109 ZF HIEH YA F2 o=
A=A
Patient Selection I TR

index Test [ [
Reference Standard NN B [
Flow and Timing _

N prm P S 25% 50% 75%  100%

Risk of Bias Applicability Concerns
.High DUnclear .Luw

13 3.25 QUADAS-2 HIZZflgdlt BE7tsd f4 1T
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o2t

Risk of Bias Applicability Concerns

Althaus 2013

Bankowva 2017

Favaloro 2018

® ® | ® | @ | ratientSelection

Legnani 2010

- . . . . Reference Standard

Marchetti 2020

Mitet 2013

~ @

Minet 2014

~ @ @
O e e e e e e e | ndexTest

0
S e e e e e e | e | rowandTiming

vian Hoecke 2012

S O e e e e ® e || ratentselecion
IS e e e e e e e nexest
® e e e e e e e e e | reencestandard

vianello 2015 | @ ®
wWines 2015 | @ ®
.High ? Unclear .an

13 3.26 QUADAS-2 HISZSI3i0 MRIH5A 93 Q0F Tz
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aollukel-PF4 GABHPIE R L AL Svel S Baw ghgo] oYsE BXE tioR
SHSPITAGANE o) §3te] Sutal-PF4 AT tie B £7-2 Selstel st R Bau
232 A GApgoltt

5 AR P gkl A Qlofl= EAtoA A- 2R HElE 7FokA]l Zot HAF =3of wpE
FHAofl = EA7) Qi A o7 Bk
FEAL F 1099 AHHY7HATE AR AHFEd-E Hrkskic
NZEJEE]SAAL 4% -SHAAL, FAZEHS FUHSHALE sto] B45E A HIT-1gGo
7% M= 0.667914 1.000, E0]%E2] M= 0.734914 0.9702.2 B 11E|glon HIT-IgGAMY]
7= 0.667°4 1.000, E°]%= 0.7300014 0.9702.2 H 1 E]Q]ch
HEHESS 93 23t HIT-1gG AAR] S8 T= 0.95(95%CI 0.90, 0.98), &350l %
0.94(95%CI 0.92, 0.96), HIT-IgGAM AA] EQJUJQE—O 96(95%CI 0.90, 0.99), %L&%OE
0.82(95%CI 0.80, 0.85)2 H-AE|o] TIALQ} Eo]| =7l =2 HAPHOZ 2RI Q]rt.
AZAAR} 4T score Of 2 AT B48 A3t A3} 7]&0] Ao} 2 xjo]7} }I

.490] 749 2Hof|A HilE|o] 314 AL SEIIR] gton, 5 AARE &-8sto] HIT
AXAAE YT 749 HIPA tiy] 94750749 A ATE Y o= loH, AAF Y 4] 333149
H8-S £ Q1= Zog Busiylnt.

2. 22 { HA

=~
Fol|lutel-PF4 FA|SFEFEEEGEA ] £993]olAE ol2fet B34 2AE EtiRE thad} 2ol
H7lsH At
ollohzl-PR4 A [SFehgH A2 A ] 5.
o= Sjutl-Pr4 éi}iﬂfﬂ chgt f‘z‘}xi 92 glojslo] Sule] KA AW AAZS A1) kst

30



AHEAT | ZABE RSt o] Aolsth2020.10.16.).
Q| E7IYsE Fud A dan gASS

PSR S LAY A Sk AL ALK

31



oz
]
FiD
rol

1. Althaus K, Hron G, Strobel U, Abbate R, Rogolino A, Davidson S, et al. Evaluation of automated
immunoassays in the diagnosis of heparin induced thrombocytopenia. Thrombosis Research.

2013;131(3):e85-e90.

2. Backhoul T, Giptner A, Najaoui A, Bein G, Santoso S, Sachs UJH. Prospective evaluation of
PF4/heparin immunoassays for the diagnosis of heparin-induced thrombocytopenia. Journal of
Thrombosis and Haemostasis 2009; 7: 1260-1265.

3. Bakchoul, T., et al. Prospective evaluation of PF4/heparin immunoassays for the diagnosis of
heparin-induced thrombocytopenia. Journal of Thrombosis and Haemostasis 7.8 (2009):
1260-1265.

4. Bankova A, Andres Y, Horn MP, Alberio L, Nagler M. Rapid immunoassays for diagnosis of
heparin-induced thrombocytopenia: Comparison of diagnostic accuracy, reproducibility, and
costs in clinical practice. PLoS ONE. 2017 Jun 8;12(6):e0178289

5. Black, Anne, et al. Implementation of a rapid HIT immunoassay at a university hospital-Retrospective
analysis of HIT laboratory orders in patients with thrombocytopenia. Thrombosis research 158

(2017): 65-70.

6. Cuker, Adam, et al. Predictive value of the 4Ts scoring system for heparin-induced

thrombocytopenia: a systematic review and meta-analysis. Blood, The Journal of the American
Society of Hematology 120.20 (2012): 4160-4167.

7. Davidson SJ, Ortel TL, Smith 1J. Performance of a new, rapid, automated immunoassay for the
detection of anti-platelet factor 4/heparin complex antibodies. Blood Coagulation & Fibrinolysis
2011; 22: 340-344.

8. Favaloro EJ, McCaughan G, Mohammed S, Lau KKE, Gemmell R, Cavanaugh L, et al. HIT or miss?
A comprehensive contemporary investigation of laboratory tests for heparin induced
thrombocytopenia. Pathology. 2018;50(4):426-36.

9. Hoecke FV, Devreese K. Evaluation of two new automated chemiluminescent
assays(HemosIL®AcuStar HIT-Ab) for the detection of heparin-induced antibodies on the diagnosis
of heparin-induced thrombocytopenia. International Journal of Laboratory Hematology 2012; 34:

410-416.

10. Kelton, John G. The pathophysiology of heparin-induced thrombocytopenia: biological basis for
treatment. Chest 127.2 (2005): 9S-20S.

11. Legnani C, Cini M, Pili C, Boggian O, Frascaro M, Palareti G. Evaluation of a new automated panel
of assays for the detection of anti-PF4/heparin antibodies in patients suspected of having
heparin-induced theombocytopenia. Throbosis and Haemostasis 2010; 104: 402-409

12. Marchetti M, Barelli S, Zermatten MG, Monnin-Respen F, Matthey-Guirao E, Nicolas N, Gomez
F, Goodyer M, Gerschheimer C, Alberio L. Rapid and accurate Bayesian diagnosis of
heparin-induced thrombocytopenia. Blood. 2020 Apr 2:135(14):1171-1184.

32



13.

14.

15.

16.

17.

18.

19.

20.

21.

22.

23.

24.

25.

26.

27.

28.
29.

30.

Meyer, O., et al. Rapid detection of heparin-induced platelet antibodies with particle gel
immunoassay (ID-HPF4). The Lancet 354.9189 (1999): 1525-1526.

Minet V, Bailly N, Douxfils J, Osselaer JC, Laloy J, Chatelain C, et al. Assessment of the performances
of AcuStar HIT and the combination with heparin-induced multiple electrode aggregometry: A
retrospective study. Thrombosis Research. 2013;132(3):352-9.

Minet V, Baudar J, Bailly N, Douxfils J, Laloy J, Lessire S, et al. Rapid exclusion of the diagnosis
of immune HIT by AcuStar HIT and heparin-induced multiple electrode aggregometry. Thrombosis
Research. 2014:133(6):1074-8.

Nagler M, Bachmann LM, Cate HT, Cate-Hoek AT. Diagnostic value of immunoassays for
heparin-induced thrombocytopenia: A systematic review and meta-analysis. Blood.

2016;127(5):546-57.

Nagler, Michael, et al. Diagnostic value of immunoassays for heparin-induced thrombocytopenia:
a systematic review and meta-analysis. Blood 127.5 (2016): 546-557.

0. Volod, Kitahara, S., and N. Farahani. Cost-effective HIT diagnosis: utilizing IgG-specific PF4
immunoassays reduces the number of confirmatory serotonin release assays without missing true

HIT. Hematol Transfus Int J 1.1 (2015): 25-209.

Sang Hyuk Park, Seongsoo Jang, Hyoeun Shim, Geum-Borae Park, Chan-Jeoung Park, Hyun-Sook
Chi, Sang-Bum Hong. Usefulness of anti-PF4/heparin antibody test for intensive care unit patients
with thrombocytopenia. The Korean Journal of Hematology 2012; 47: 39-43.

Sun L, Gimotty PA, Lakshmanan S, Cuker A. Diagnostic accuracy of rapid immunoassays for
heparin-induced thrombocytopenia: A systematic review and meta-analysis. Thrombosis and
Haemostasis. 2016;115(5):1044-55.

Sun, Lova, et al. Diagnostic accuracy of rapid immunoassays for heparin-induced
thrombocytopenia. Thrombosis and haemostasis 116.05 (2016): 1044-1055.

Tomer, Aaron. A sensitive and specific functional flow cytometric assay for the diagnosis of
heparin-induced thrombocytopenia. British journal of haematology 98.3 (1997): 648-656.

Van Hoecke F, Devreese K. Evaluation of two new automated chemiluminescent assays (HemosIL
AcuStar HIT-IgG and HemosIL AcuStar HIT-Ab) for the detection of heparin-induced antibodies
in the diagnosis of heparin-induced thrombocytopenia. International Journal of Laboratory
Hematology. 2012;34(4):410-6.

Vianello F, Sambado L, Scarparo P, Lombardi A, Bernardi D, Plebani M, et al. Comparison of three
different immunoassays in the diagnosis of heparin-induced thrombocytopenia. Clinical
Chemistry and Laboratory Medicine. 2015;53(2):257-63.

Warkentin, Theodore E. Platelet count monitoring and laboratory testing for heparin-induced
thrombocytopenia: recommendations of the College of American Pathologists. Archives of
pathology & laboratory medicine 126.11 (2002): 1415-1423.

Wines BD, Tan CW, Duncan E, McRae S, Baker RI, Andrews RK, et al. Dimeric FcgammaR
ectodomains detect pathogenic anti-platelet factor 4-heparin antibodies in heparin-induced
thromobocytopenia. Journal of Thrombosis and Haemostasis. 2018;16(12):2520-5.

Cochrane Handbook for Systematic Reviews of Interventions, Version 5.1.0 (Available at:
https://handbook-5-1.cochrane.org/front_page.htm)

Oregon Health & Science University Z%|°]Z] Available from URL : http://www.ohsu.edu

A, A, A8, dud, v, HAE, EE, Aot Been|, 227, AsE, oAlE. 34

TAEI AT BRI el f A Bhudaso) HIEol QAeael ot ok 1. herdotstal
2005; 40: 28-33.

W59 5, PIAT BH BRET L 019 A7) vER Y B7HETDAM ver 2.0 2 RoBANS ver

33



NEC SIG|II2I-PFASH|[SFe a2 O ELA )

3L

32.
33.
34.

35.

36.

37.

34

2.0) 714, AZEFEAAE 7 (2013).

AAE, 2hgs], A, s dels & T el @458 Fuisth dukd 7|Q1A Eatt Ao A&
kg y)sts]R] 2010; 43: 538-541.

ek rels]. slelauiatet g9l Sfeleziel MIP2010,
e ALolats]. ArkALolak A4, 2010, A& oW,

94 5. JAAHGEAHS o] gato] Addst st AmAS 2 o, tisHITE AR A] 26.5
(2006).

SHY, A, =, SA7I. Sl
35: 475-478.

A, et al. "SHEHWEX] & o]F FHTFA-G QRS SpxjoflA] dhgsts||utdl 7]Q14d B4AW 743" Korean
J Anesthesiol 50.5 (2006).

34, et al. "8 SHFA] SERjof|A] LAY sk 8 DAt T4F 2 ). Kidney Research and Clinical
Practice (7 tiSHAIA8ES]A]) 25.1 (2006) 135-140.

r

i,
me&

7194

HaZ SR 9] AHdle. Hietg--9] kel A] 2002;



4o
Hu

1. 2=7I=THY 732l

=27|EAH I Ee= & 1872 fldor g5 of 1o, Yutd-Prd YA [sheldgH S

-

{

1.1 20194 M3X} S| 27| =X H 7
m 3]9]YA: 20204 3¥ 20¢¥ ()

= Sohg: AH7t ZRES U 4548 T o Al

1.2 2020'3 M10xt 2 =7 [ 7+ =

1.2.1 AR7IEME7 HSI2 A H)

n F]9UAL: 2020 108 5 (P)~20209 10¢¥ 8Y(H)
n 3|oJj§: FFAIY AR E

1.2.2 2|57 |=ME7t+ E=

» 3]9]UAL: 20204 10¥ 16¥ (B)

JUEREIE T REE EREE

35



NEC SI5{|II2I-PFASH|[Slor Mo EL A )

2. 29|8=

| m2-PF4 G| [Sehasg i g EA ] £A U= B A7} olsitEo] gl YA X—]_‘:r!_7]___ =
A= AHstoion, A7 dsle] e et FEoks <27, nhassaht, @
G, TR, AaArelel, 27 elet 7]l

7121 Wi 17121 319] 7HHE S8 A B A% 3RS AdsH, 39]9] 9191E B3l BUHE
At L2eF oY, A, AedA, Aued 9 AV i) HE 5ol Hofst it

PN 2

2.1 HMX} AQH3
» 3]9]YA: 20209 5¢¥ 18Y () ~ 5¥€ 25Y (&)
» S|oyig: H7HAE 9 HrhY =9

2.2 H2X} AL 3|(AH)
m 3]2]UAL 20204 7€ 10¥ (B

. SloPi8: HE AR 9 B4 7% Y 3

2.3 HI3X} ALIHS|(CHH X 51
m 3]9]UA]: 2020 9¥ 17¢ (&)
m SO FHF HIA FE, 28 =9

36



3.1 =2| HO|E{H|0]A

3.1.1 Ovid MEDLINE (1946 to June 18, 2020) (AMY: 2020. 6. 19.)

No. Searches draznt
1 exp Thrombocytopenia/ 47,305
2 thrombocytopenia.mp. 58,661
3 HIT.mp. 25,224
4 or/1-3 97,049
5 exp Platelet Factor 4/ 4,635
6 platelet factor 4 2,631
7 PF4.mp. 1,936
8 or/5-7 4,637
9 4and 8 1,202
10 chemiluminescen*.mp. 22,298
11 exp Immunoassay/ 486,611
12 immunoassay.mp. 73,513
13 CLIA.mp. 1,112
14 or/10-13 530,421
15 9and 14 333
16 limit 15 to yr="2012-Current" 140
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3.1.2 Ovid-Embase (1974 to 2020 June 18) (ZAi: 2020. 6. 19.)

No. Searches AaZn
1 exp Thrombocytopenia/ 171,019
2 thrombocytopenia.mp. 156,342
3 HIT.mp. 35,506
4 or/1-4 214,887
5 exp Platelet Factor 4/ 5,011
6 platelet factor 4 4,592
7 PF4.mp. 3,471
8 or/5-7 7,560
9 4and 8 2,730
10 chemiluminescen*.mp. 34,593
1M exp Immunoassay/ 563,866
12 immunoassay.mp. 145,488
13 CLIA.mp. 3,680
14 or/10-13 606,270
15 9and 14 1,195
16 limit 15 to yr="2012-Current" 647
3.1.3 Cochrane Central Register of Controlled Trials (CENTRAL) (ZA42: 2020. 6. 22.)

No. Searches Azt
1 thrombocytopenia 9,765
2 MeSH descriptor: [Thrombocytopenia) explode all trees 1,245
3 HIT 1,525
4 #1 or #2 or #3 11,341
5 Platelet Factor 4 2,834
6 MeSH descriptor: [Platelet Factor 4] explode all trees 113
7 PF4 140
8 #5 or #6 or #7 2,868
9 #4 and #8 386
10 chemiluminescen* 841
11 Immunoassay 3,194
12 MeSH descriptor: [Immunoassay] explode all trees 4,548
13 CLIA 160
14 #10 or #11 or #12 or #13 7,847
15 #9 and #14 15
16 Limit: with Publication Year from 2012 to 2020, in Trials 5
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3.2.1 KoreaMed (M} 2020. 7. 1.)

No. Searches dMzn  Ha
1 Heparin induced thrombocytopenia 31
2 (PF4 OR platelet factor 4) 12 ;ii;
3 Heparin antibody test 5
4 | 48 -
3.2.2 KMBASE (#Mgx}: 2020. 7. 1.)
No. Searches dMzn  Ha
1 Heparin induced thrombocytopenia 33
2 platelet factor 4 30 ol
3 Heparin antibody test 1 A
4 oitE Ry AT ULS 1
5 24 65 -
3.2.3 RISS (ZMX}: 2020. 7. 1.)
No. Searches dMza  Hn
1 Heparin induced thrombocytopenia 44
2 platelet factor 4 35 ENES
3 Heparin antibody test 18 ==l
4 e Red Al HUAS 2
6 | 99 -
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3.2.4 KISS (ZMUX}: 2020. 4. 24.)

No. Searches AMZADL H|Z
1 Heparin induced thrombocytopenia 19
olats}
2 Heparin antibody test 7 =0F
HHZ
3 oI Rl A A4S 1
4 2 27 =
3.2.5 NDSL {(ZM2X}: 2020. 7. 1.)
No. Searches AMZADL H|12
1 Heparin induced thrombocytopenia 23
2 platelet factor 4 16 I
j i AN A
3 Heparin antibody test 7 e
4 Sof RN AT UAS 3
5 24 49 =
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1% X} = MXIEE
Rapid and Accurate Bayesian Diagnosis of Heparin-induced Blood,
Marchetti M ; 2020;135(14):1171
thrombocytopenia.
-1184.
Journal of
Dimeric FcgammaR ectodomains detect pathogenic Thrombosis and
Wines BD anti-platelet factor 4—heparin antibodies in Haemostasis.
heparin-induced thromobocytopenia. 2018;16(12):2520~
5.
Favaloro EJ HIT or miss? A comprehensive contemporary investigation  Pathology.
of laboratory tests for heparin induced thrombocytopenia. 2018;50(4):426-36.
Rapid immunoas_sgys for diagnosis qf hepar_in—induced PLoS ONE. 2017:12
Bancova A thrombocytopenia: Comparison of diagnostic accuracy, )
e TR ; (6): €0178289.
reproducibility, and costs in clinical practice.
Clinical Chemistry
Vianello F Comparison of three different immunoassays in the and Laboratory
diagnosis of heparin-induced thrombocytopenia. Medicine.
2015;53(2):257-63.
Thrombosis
Minet V Rapid exclusion of the diagnosis of immune HIT by AcuStar ~ Research.
HIT and heparin-induced multiple electrode aggregometry.  2014;133(6):1074-
8.
Assessment of the performances of AcuStar HIT and the Thrombosis
Minet V combination with heparin—induced multiple electrode Research.
aggregometry: A retrospective study. 2013;132(3):352-9.
Thrombosis
Evaluation of automated immunoassays in the diagnosis of ~ Research.
Althaus K

heparin induced thrombocytopenia.

2013;131(3):e85-¢
90.

Van Hoecke F

Evaluation of two new automated chemiluminescent
assays (HemoslIL AcuStar HIT-IgG and HemoslL AcuStar
HIT-Ab) for the detection of heparin-induced antibodies in
the diagnosis of heparin—induced thrombocytopenia.

International Journal
of Laboratory
Hematology.
2012;34(4):410-6.

Legnani C

Legnani C, Cini M, Pili C, Boggian O, Frascaro M, Palareti
G. Evaluation of a new automated panel of assays for the
detection of anti-PF4/heparin antibodies in patients

suspected of having heparin—induced theombocytopenia.

Throbosis and
Haemostasis 2010;
104: 402-409
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- BT (sensitivity), £0|%= (specificity)

- UM /SMUEE (positive/negative predictive value)
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