39

a 6 & 03
UABIAURUL

waé’w%maems‘l%’m Recombinant Factor VIla ‘luiiewsnmaqvhaansni

o 6 a 6 v € a o a 6 a
WaNNs Iiﬂ%%ﬂ‘i%‘}'l‘il, 's'j@]’li@l% asfmuwaﬁl bbaE ANIUNT ‘ﬁﬂIﬁ@mf]‘az

MO uas “MaInNNITeERs aokunngenaes grhasnsaiNminean

YNAAE : &1 recombinant factor Vila (rFVIla) {Jumssnmiisidiyd msinsiididanaanguiss anassusasems
ufosnaaidan wia Mama factor VI wenamiiedms Henitlumaenidaniisonananmgennis lissnsasnm e
masnndue aehalsimaeaanise lumasmasiias isman uasengodmeumaannyh fiiymusasanudunu iy
AiinnuseasdiiasAnmnasesmsle tFVIla wioveaidan laugdnmmsiidannye uaz masandinaanainlsmenuia
P v Ay o o o 6da oy A L g A ey oA o > 2
uaz wenenudnmiseiduususawoTinaesi e Ssenadaenduumamlumsdengiheiimsnsanlumssnmnaaeent
sne Y o ~ oy A e & o & = o & oy
gselemumamnrsudenasiheildsy FVila dous nunmius e 2542 59 nuamius w.a 2552 Jilae
viadw 54 718 Ineid 7 Meildmadarilfmuamnen @sdmthasumaudosnaeadon wia msne factor VI) uae 47 112
Aldifoveniaanunmzdue (Offlabeled use) 1w AMeIdRenTINTidianaansnndssida nasmsvininams wiad
nSumTeTes uatlsnangsnaanisidemonannuas limanaasnm plae35su namasnmmudndanneaainmaslaen
23 18 (42.6%) Eampandras 29 71 (53.7%) uasiinihe 2 M (3.7%) idonsanluanas uslsiewies 21 1 (38.9%)
d’ Aa o l:z/d Aa [ 1 ::4/ [=1 [~3 4
soatimeonanlsamening uay 6 MeandmauideBiaasmbeanlsmennalos 4 s 5 nefiidulsasss dm
v A Ly d’ [=1 d’ o A o o % o 4:1’ o v 6o t:i’ A A 1
wataAeanugile 1 mefidu uay 1 Mefissdunneasmidongasimailden Taseidiusiumsideangnainach
A v o w & 1 1 % 1 9/12{, j A A [ 2y z::{,
Sshenyloun mslassmadarildiiseyBusaanen (Baavee 85.7% Wieui 36.2%, p=0.039) uas M3 gl
Ll emmdiaeinas (55.2% iy 28.0%, p=0.044) dausauslsiduwusiusnmmaseaiinaananlsmenina laun
malasemadarsliisey Busaanen (san¥in 85.7% Wiuiy 31.9%, p=0.021) uay MaTiEaAVARIN (65.2% LTie
L ;:%’7/ [/ Fﬁ’d . A o Aa d’ o’ U 1 A o o @ A o
A 19.4%, p=0.001) wenaNiyhenin1e sepsis WHHTIMTIOATINNTIINTDENIENEAATY (10.5% WAL 54.3%,
p=0.002) uSMSammsveaEan NuaneAwIaAG
aqumslien FVila uendarildiissyummainen (Off labeled use) 91a%2emgmannlel usiualu@hmslgma
¥ 4§ E A A Aa ' > A aZ X A ] >
Forld uonaniigihesnnniessasdedinlumassnuinzidonaanazaiu lneimeriheiifing sepsis Fasme
Key Words : ® Recombinant Factor Vla ® 8n71M3390736 @ N1sidanaanain @ viaaaheangaeiu
a a 6 a a
asaslaiininguasiazemansusmslatio 2553,20:39-47.

GL A [ A A X da [3 o ﬁl [~ A 1 6Ly
UNLUNG MIULEIYDRDANAIUNNIYDITAR MOUINIUNTELIUNMTUINNIDIRDA NI factor Vla

10 tissue factor(TF) vuRwaamad v fi5entiu factor Vla  ifhamsvhl¥seéty factor Vila lwdemgeaiunnamzndisnn

fifleelmannidorny 1 unssusdaaifoiiu TF-factor Viia
complex %ﬂﬁ]ﬂﬁﬂizél:%%d factor X (extrinsic pathway)
ey factor IX (intrinsic pathway) VARG thrombin
VRsnomsnn fesiazisinld factor Vita Wiiadeiidea

[@5usuniiy 2 wnen 2552 DAasdifin 10 anTax 2553
Fosmasunduatu@iasa unnasns ariunsuns smnlafiednen madn
mgﬁmﬁ@‘f AUUNEANERS ?Wmmmfwﬁwmé’y ALYAIU AN

10330, e-mail: rojnuckarinp@gmail.com

AIEINIONILAU extrinsic pathway TaIMILETaE0
I¢oehouss lawlsidiasld intrinsic pathway il w.¢1. 2526
Ulla Hedner \15 L%mh 01 activated factor VII concentrate
anldlumssnmaneidonaansnnlugilielse hemophilia A
fiisnssnss factor VI IéifunadiSadiuesousn desnladims
51%3%8%?'\7%@@116@% WAMLIY recombinant activated factor
VII (FVIIa) (0diSa shiensnl45nm inhibitor ¢a factor
VIII ¥30 factor IX [$kaf weitdaidefanaunssnn uag

Msdslafiadineazgemdasusmslaia O7 20 atiufl 1 unTiesN-Snas 2553



40 warms lsatiueduns

v Y t4 QIJ A A 1 ‘QI AaAa ;’: xR
sindaslinn 2-3 $1ls aReemeammziicmesdinduls
o A Y1
vhlfenFahegenn
1 K A ¥ A
luszezsioanasingld PV lunsveeidanaanguiss
nanmgozlshlel Wasan FVila flkdlasiy tissue
o da o o vy oy d
factor naifniuameuamyadanls nnmenwiihed
fidormanguussnnamaene nauauasdanmainmaus
| A AKX o A s
wuh FVIa sunsovgaiesfinadamsinmbueg e
Uszsnaidoraz 70° lesmwnefilmaamnedldlu factor
. P 7 v v o © v A
inhibitor  laehetinsdiasntiademsudesihancion
[ A XK Y A (% 6 A | tglll % %
uaznieidan Ssenslinaninmiidanmaiisindetmne
aehslafimamarugthamanii mafleafannmadanens
vy A o @ L2 . . o 9
WL BT AUNAR TV (teporting bias) HagkLesn
Yo o ‘ﬂl | v ! v A Y A 1% 6 A
Idsumssnndusandig wu nsshdieva Hnaasimmiden
Farhunaras IFVTTa edastiuiusnanissnmuougy laod)
A = | o A o A
msfnwmikauh mslf Fvlla Wallasiunmzidanasn
annlumsdRRaNgRaNANL NN INAAMS A ADEN
Av o W A v t:i ¥ o A 1 Av o W % I
Situdéiy Ao fihefidossuidananasatheditiuden Ml
1FVIIa Twan 40 Lg/kg ievasdio’ sananiims|f rFvia
Tuanina 40-160 Pg/kg Tudiheaideneenlusnasmely 4
Plamdeflamamun LRsnasRasfisansnaiui 24 $las
‘ﬂl [ v A o ¥ 3 ! & | A
Wotaamnmmisianamaslien saanhlfemasnathel
Ty wasvh e sy (FVTa Smsitusimeszuy
tvamanh  uazildammesnienvaan’ aehslsfions
p vy a : Xooa
mstinm ludiheadanaen lussasdmsnniuiasfioms
svevmndulisnansnandanme e anenaimslé’
X A Y Y |
waNANIAMSANN FVITa luniedue) (e bsifamuh 2
AEdaNaih 1w M3l¥ [FVIa wwne 90 Wg/kg Tudihe
nstgniEsnanAidashda liwuhasnsnanidasiioan
I¢enenvaan® wananilumande hepatectormny wu
A 3 Y @ A
fwnltmslifialafiouns (packed red cell) anasly
nandld FVIa uabieamdnmesda’ duludied
Infuamefivios (abdominal trauma) ANiAaAEENNN
v < a ! z J 4
Fosnmaialafinuasnnn 8 geuly wuhmslk 1FVIla
sifitselemilunga penetrating trauma 1w gnds grunsg
wzdindasms mswhdin udludihengy blunt trauma
diw angtifmgacldua lumsasns|fialataunaamel
AUNGEIDE (subgroup) N8RBT 2 Tuiiviu naeas
‘il a  Aa J v v v t;\’L 1A I
Adetianon 2 Mldhildna venanitlifionauane
61 ‘o Est eL X dIVLWv Ay g
WWEANMENMSI L (FVIa withenlanduanenvag
é/ L7 ¥ A ‘ild A A = 1
vananitluihefifdensanfifidenson Ansdnmsamly

Uszineilne uay RaUTus wuh FVia Sunlihrmeyaitan
¥ ¥ 3 A % 1 A v o W 1%
I¢uaz aamsldin3adonldatheditiuddnan Jauaz 33.3
G v 9 GLML N v & Aaa GL
Wu3aeay 6.3° wasanms e lustheduudsiiinanaan ums
WPinosEIMLY WU 1FVIIa snsnsavgiien eannnd
smaaniamz lungueaefifidanaananviaasidanvan
a 3 tﬁl L a A I . I
vaaee s uaz AmthAculaia deagflu Child nan B uaz
C whi Tungsdulainuhiiuseloni® way desnsimann
2 v A [ !
M3l FVTIa ludihendonsansnnndsnsygnanelansygn
WM FVI 23410 80 Wg/kg 7 @39 §83nme
Banldenhemanan usmslFanagen 160 Pg/kg Naw
wuhlaltae FeAdeadined fienndgiae hemorrhagio
oystitis Tungaiiann denmgiiin liaeusuasse FVIa"
namlawagy (FVIa Siszlemilunaveaidansmyl
1% | 9 9 K a 4
anldinengulalannanauaclallannmsting melensiuo
WENNRNERY (subgroup analysis) WaHanaiiandainside
usnanimsanmaulv inuhsmnmaadanmedol
wsh R ld Y aehelsfimanmslfenundihadenyaidon
6 , A An I o
Tusmumsaifimsnzasenatumiotindihele udttagii
Halaindngmwifaiiihen ssomlathed eniludalénad
uoNAINHMINeN wuhwadafesdionnzvaoniongadi
(thrombosis) lslifisuan VIl udmsAnmausnnazia
L7 ‘ild vAa A L I o Y wA
Hihefilszifvaaniangadusnriausanly snaviliglid
maalehnhensduags
vae & o a Ay v A A
AieRadesnfigmeoimsideh VT azlinad daiila
v A | vl 3 o ¢
IgRenlilunguenldfimsnzasivhiin logiaguseasdung
A A A 4 v & DRI %Y
mM33e Ao WiodnmHEEWS (outcome) vasRt e ldFuen
X cVy 1o da
i Tulssmeninagriasnsel ldun Saniidasnya mssen
Favdslden wpsmmnsiimavinemneuauasdaeuay
Aa v t:ll v o £ a v z v Al
m3sentiale Aldmavhlissnsadeuiheniiazlduadly
A & ‘ﬂl 3 A v A %
nsdtlethe e lfensnsafiansandindula mslen 1FVIla
I¢fathadaen

| ad
wigLazIsms
UM ARududmsIonuuugaunds (retrospective
descriptive study) mjuﬂmﬂm whasne (target population)
A vy A9y .
R @ﬂaaﬂsﬁm Recombinant Factor VIla (rFVIIa) BLLIIN
wenagrhasnssinnaulaemaaandorhendansaxlss
cd o o vy e

wennagrhasnsaiieredayaiaaiilsmentnarastiiled [ésy
mMY3NMTBeNisyrafaunamius w.e. 2542 s e
NI W61, 2552

Journal of Hematology and Transfusion Medicine Vol. 20 No. 1 January-March 2010



maé’wﬁmaqmﬂ%m Recombinant Factor Vlla ELuIi@WHWU’IaS]WWmTﬁOi 41

v 4% = ¥ ¥
Fheagldsumanumungszdon wasswsmdasyadnu
Uszrnsenaas lsavianmzaasdihe dsifuazmsnaa
WM HanTamavinslfiiFmanenuasdsld [FVIa uay
o tﬂl Ail Yo ! ¥ ¥ v 1Y 1 ¥
mssnwau sy dandosyansld 1Fvia léun davisld s
Y Y 4 Ay o  d a d
Ale Swamess Baemyanie linga masnmiionyaidaei
516 nathades uay Sammeestin ulsmentnauay
Wooannnlsmening aumwiag uazszeznmisendin
a ¢ o Y Aaa - a ¢
maemeiteys aifdmsmsnidasdulunsiiens
Toyn 1 iy (mean) v30 MIDETU (median)
Lﬁmmummgm (standard deviation, SD) N&& LAY
Sovazansgithy  wananfiagmenudsfiansnsayinmens
(% ‘il 1% A A A Ada
$nniilding (Resmeastin uayvie Sfinsansananlas
wenng) 1oeld Chi Square 3o t-test dwdudayaiis
AW WAy LR ok NEL Tnarviuaenansudiasiums
a0@N p<0.05 DanFenNLaNITuaEITIAAY mMe
fwnulglusunsu SPSS 16.0 for Windows

NAMSANI
L AR Avy Ay )

FATNTNINNENN N@mwﬂfﬁm recombinant factor
Vla (FVIla) wlssneninaqvhasnsalisaaisdudem 54
e e 36 T (66.7%) wagvile 18 91 (33.3%)

tﬁl A A v A A, ‘ﬂl [~ [
nyany 51 U (Wele 1 1wau-91 1) Waunandwenany
v 1 aa a tﬁl A, A
voend 15 T8 14 318 (25.9%) leedogade 6 3 5 1Hon
(W&o 1 1ou-14 T) waed ) aneioust 15 Tanld 40 e

a t:; A A v A
loeflongnde 53 (A 15-91 1)

L2 til Yo v 1 D‘i‘

Wihe 7 918 (13.0%) Plesuenmudarsldnnanaag
en 1¢n hemophilia 5l inhibitor 4 MNeuaziidanaan
(hemophilia A 3 318 4&¢ hemophilia B 1 3¢)) el 2
Nufendsnnaiuems 1 W 2 TR FVIa Wafiay
WIVIRERLARAG e (central line) Nautiag3nensiacums
Wasumewadan (plasma exchange) Wag 2 Tedlaanaan
T stasviag (retroperitonium) Tog 1 T 2 110 19150

[ ‘ﬂl A ° ra A ] U
mimmLwaizmmaamﬂmma@”[maaaﬂmvlwaqm phe
AV v v 1 ua A 1< .
Pldsuenenadanslifiaamnaosendn 2 Menfu autoimmune
factor VIII inhibitor (1 918 Lﬁ@i%mjﬂw systemic lupus
erythematosus Hag BN 1 T8 ENRUSTUNSamNTvn)
¥ 2 MetlamTuhinmedessanieantowsldsums
sndiavh WiRiRanaansnanifiadunme factor VI inhibitor
Idmemas waz 5n 1 918 Anzana factor VI diausiridia
tild A
ffidanaan uanas

! R a ¥ ;ﬂl A
duthedn 47 T8 (873%) Wendengaifoauy
vandarsl#fiaanuasen (off-labeled use) M3ifasiand
AheldusnslBlummien 1 achslafimudihesmlvgile
B 326 19u enadulafings wwmn lane uaglsn
o A @) v o | dld A A
wlanaden Hudu mmquaziumissidaneonuastihe
A9 > Y 1 §ua Y A
Alfenun wandauslifamnaasendusaslilumaii 2
Aihedmlnnfomewin uay Swesamwameszuulas
7 XK Aa (=T tﬁld Aa ;i/
diheila 19 a1n 54 11 Aawuderas 352 Aflamsiaiielu
N3EUAIREn (sepsis) Tanehy Alsadiuquuss 8 18 (14.8%)
A < z U Aa
ua flsanziSe 17 718 (31.5%) wananiidihe 21 91 e
(< Yo I J tﬂl A A gj g
fudoray 38.9 Idsumsrhdnsraufiazilifensonassi
MIATMIIUAIRNMINLTLAU  hemoglobin (Hb)
A vy A Ay o 2
WwaeranlaFUEn Ao 8.18 % 253 g/dL Fidesioue 2.2 9
A v ¥y A %
14.7 g/dL (magjaélmﬂma 43 718) loefiszsy Hb anag
Ay .
InaLIRLRY 36.8 £ 18.6 IaLINAALRDALIRAE 11.1 £ 90.8
x10°/L lnelehalmegmuil 100 x10°/L uag e intemational
normalized ratio (INR) 2896 prothrombin time (PT) VLG%/
2,52 % 0.37 loeilensioagii 1.6 uay eftdesious 1.0 s
N 10.0

ad I
35ms 14l (FVIla

Uy Zj Yo ‘ﬂl A A 1

@mammmvlmummamﬂzymma@aaﬂ wagllanangm

A Vvy asd Ay ey A a
mmaa@i@mmmu énmwmﬁmmélﬂﬁua&mq@@a 60-100

A Yoy 1% ;il % 1

WUg/kg I@amﬂﬂw 13 98 (308aL 24.1) Mmm@@qmw 100
Ug/kg Iwneniadeda 98.3 Wa/kg I@aﬁmﬁﬁaﬁmﬁ 90
Wg/kg wae FSueaus 20 Ug/kg (Filefine factor VII
UeNLe) m 250 p.Lg/kg mmumaﬂw,a,aa 33 o Toe
mmmamwﬂ 1 053 uay mwaaml,m 1 8930 p¥s svem
ﬂwmmmmmumﬂ mml,mnﬂ 2 mﬂmwmnﬂ 8 dla
VRnouenf sumamaeinde 237.4 ng/kg ndloegIui 126.5
g waz fidesious 54 D 2,250 Lg/kg

U Yo Aa (% 6 A ::4' 1 2 1 A

@mmzvlmuwammwaa@wmmzammma nanAa
hifioudoauns (packed red cell) inGeLRaA UaY plasma/
cryoprecipitate MANMLTa indaLdand wag coagulopathy

o W ;SJ L2 % Yo o
gAML uanNNiEie 20 e (Sawar 37) I¢5unmav
y 4 A v oA e e A
nnmsiiengaiansanme fa 17 NelFsumendedio
v = v % 1
Lﬁﬂﬂﬁmmaam (Gowaz 315) low 6 Mle 1FVIa Aow
wdin 8 Meldenmasnngia 2 aldenndsndn 1 neldennan
WaLIININEe way An 1 eldnanrndauasmdsnde

zd 7 A ::4' % ! 1% Aa
%@ﬂ’%?ﬂ%&lmﬁ’maﬂ 2 ‘SWEJVI\ILWT]_Jmiﬂa\‘maaGVINL@‘H@Wﬂﬁ

Msdsladiadineazgemdasusmslaia 07 20 atiufl 1 unTiesN-Snas 2553



42 warmy lsariueduns

9199 1 Primary diagnoses of the patients receiving recombinant factor Vila (N=54)

Underlying diseases

Number

Labeled uses (N=7)
Hemophilia with inhibitor
Acquired factor VIII inhibitor

Congenital factor VII deficiency

Off-labeled uses (N=47)

Hematological malignancies’

Liver cirrhosis (one with hepatoma)

Severe trauma’

Cardiac surgery

Cancer (Germinoma, GIST,” gallbladder, angiosarcoma)

Septicemia

Bleeding from anticoagulants (2 warfarin, 1 enoxaparin)

Others (one each of thalassemia post transplantation, acute liver failure, dengue
hemorrhagic fever, bleeding duodenal ulcer, volvulus with sepsis, infected abdominal aortic

aneurysm, post-partum hemorrhage, post kidney transplantation, post coronary angiography)

O w s s~ o o 3

'6 acute leukemias, 3 lymphomas and 1 infection-associated hemophagocytic syndrome
’3 vehicle accidents, 1 gun-shot wound, 1 head injury

GIST: Gastrointestinal stromal tumor

M504 2 Causes and sites of bleeding episodes (Off-labeled uses, N= 47)

Causes and sites of bleeding

Number (percent)

1. Post surgery'
(Cardiac 5, Hepatic 3, Gastrointestinal 2, Aneurysm 1, kidney transplatation 1)
2. Medical illnesses with multiple sites of bleeding
(Sepsis with DIC 9 [4 hematologic malignancy], Dengue shock syndrome 1, cirrhosis 1)
3. Gastrointestinal bleeding’
4. Post procedures
(Subclavian catheterization® 3, liver biopsy” 2, coronary angiography 1)
5. Post trauma
(Blunt abdominal trauma 3, penetrating trauma 1, head injury 1)
6. Anticoagulants®
(Subdural hematoma 1, gastrointestinal 1, retroperitoneal 1)
7. Post partum hemorrhage

8. Ruptured liver angiosarcoma

13 (27.7%)

11 (23.4%)

7 (12.3%)
6 (12.8%)

5 (10.6%)

3(6.4%)

1(2.1%)
1(2.1%)

'1 had sepsis and 3 undergoing liver surgery had chronic liver diseases.

?3 had solid cancers, 4 had hematological malignancies, 5 had sepsis and 1 had cirrhosis.
°1 had sepsis and 2 had hematological malignancies.

“3 also had chronic liver diseases.

*2 also had sepsis.
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M504 3 Factors associated with the complete bleeding cessation after recombinant factor Vila (N=54)

Factors Percentage of bleeding P values
(Number of cases) cessation

Sex Female (18) 33.3% 0.331
Male (36) 47.2%

Cancer Cancer (16) 37.5% 0.623
No cancer (38) 44.7%

Liver diseases Liver diseases (8) 12.5% 0.331
No liver disease (46) 47.8%

Sepsis Sepsis (19) 31.6% 0.228
No sepsis (35) 48.6%

Prior surgery Prior surgery (21) 33.3% 0.272
No prior surgery (33) 48.5%

Indications Labeled uses (7) 85.7% 0.039
Off-labeled uses (47) 36.2%

Main mechanism of Local bleeding* (25) 28.0% 0.044
bleeding Systemic bleeding (29) 55.2%

*Post surgery or post procedure or severe trauma or post partum

M504 4 Factors associated with the in-hospital survival after recombinant factor VIla (N=54)

Factors Percentage of survival P values
(Number of cases)

Sex Female (18) 41.7% 0.554
Male (36) 33.3%

Cancer (16) Cancer (16) 37.5% 0.892
No cancer (38) 39.5%

Liver diseases Liver diseases (8) 37.5% 0.930
No liver disease (46) 39.1%

Sepsis Sepsis (19) 10.5% 0.002
No sepsis (35) 54.3%

Prior surgery Prior surgery (21) 38.1% 0.924
No prior surgery (33) 39.4%

Indications Labeled uses (7) 85.7% 0.021
Off-labeled uses (47) 31.9%

Main mechanism of Local bleeding* (25) 36.0% 0.686
bleeding Systemic bleeding (29) 41.4%

Intervention to stop Intervention (20) 45.0% 0.480
bleeding** No intervention (34) 35.3%

Complete bleeding Stop bleeding (23) 65.2% 0.001
cessation Continued bleeding (31) 19.4%

*Post surgery or post procedure or severe trauma or post partum

**Surgery, endoscopy or embolization to stop bleeding
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Outcomes of Recombinant Factor VIIa uses

in King Chulalongkorn Memorial Hospital

. 1 . 1 . . 2
Ponlapat Rojnuckarin, Sudarat Jirawatanapong and Darintr Sosothikul
"Department of Medicine and “Pediatrics Faculty of Medicine, Chulalongkorn University and King Chulalongkorn Memorial Hospital,

Rama IV Rd, Patumwan, Bangkok 10330 e-mail: rojnuckarinp@gmail.com

Abstract : Recombinant factor VIla (rFVIla) is the important medication for the managements of factor inhibitors
and congenital factor VII deficiency with severe bleeding. In addition, it has been used for other massive
hemorrhages. However, the efficacy in the latter conditions is unclear and there is a concern regarding the
very high cost of the drug. Therefore, this study aims to investigate the outcomes, the bleeding cessation and
survival rates, of the patients and correlate the clinical characteristics and prognosis. This may be helpful in
selecting appropriate cases for this expensive treatment.

The medical records of patients receiving rFVIla from February 1999 to February 2009 were reviewed.
There were 54 cases, 7 of which were treated according to the labeled indications (factor inhibitor Wa¢ factor
VII deficiency). Forty seven were regarded as off-labeled uses, such as surgical cases that massively bled after
surgery, trauma or procedures, and medical patients who suffered from uncontrolled hemorrhage. After rFVila,
bleeding was stopped in 23 (42.6%), decreased in 29 (563.7%) and continued in 2 (3.7%). However, there were only
21 (38.9%) cases that were alive on discharge. Five of these survivors later expired. Four of them had cancer.
Notably, there was 1 microvascular thrombosis and 1 suspected coronary thrombosis. The factors significantly
associated with bleeding cessation were the labeled uses (Bleeding stopped in 85.7% vs. 36.2%, p=0.039.) and
non-surgical cases (565.2% vs. 28.0%, p=0.044). The variables associated with in-hospital survival were also the
labeled used (85.7% vs. 31.9% survival, p=0.021) and bleeding cessation (65.2% vs. 19.4%, p=0.001). Furthermore,
patients with sepsis showed significantly lower survival rate (10.5% vs. 54.3%, p=0.002), although the hemostatic
rates were similar.

In conclusion, off-labeled uses of rF'VIla may be helpful to decrease the hemorrhage, but the outcomes are
inferior to the labeled uses. In addition, a large proportion of cases subsequently died in the presence of sepsis.
Key Words : ® Recombinant Factor VIla @ Survival @ Massive bleeding ® Thrombosis
J Hematol Transfus Med 2010;20:39-47.
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