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ATGAM (Pfizer Canada Inc.)

BRE « R

Anemia, aplastic; Kidney transplantation

ik - &

W, 10~20 mg/kg & 8~21 A& 54 5,

1 4

ZORE HETHEZE THOWLNL TS
A -HESHA RI A4 THESLTWD
ik - HEL®R D,

M

oes (E%4)

AR L

e - DR

ik - &

1 4

BROKSE 6 70
[ TOIE%E
EOIEERINT

. Y EIC
7‘:!:‘)7 L\
%4 [E O R
HIfE N2 &
T 5.)

KE

BEE

S {ES|

CALE T onE T M

(ER K% 6 22 [E T O HERfE N A

(BRAZE 6 2

RROK A5 [ T ORERIEE N (EENAICHE S 25 @EATIC T i)

E CHIENRK
W B9 % KER
D3 72\ N i A
HIZHOWTO

KIE

A RZ7A
g

ZhEE « Zh s
(E 7135058 -
hERICBEE D &
2 Fo Ak A7)

Hik - H&
(£7=1xHE -
FAZEIZBEED B
2 e % T)

A RKTA
DR YL FR

Ui &

A RZ7A
g




AR » RIS
(E7= 13506 -
ZhRACBEE O B
2 o i T)

ik - H&
(E721 38 -
HAEIZEED H
2 Rl & )

A RKTA
D IR YL 7R

(]

gL

A RZA
NE:

Zhee - Zhik
(£7-13%08E -
2h Bz B 0 B
2 GOk A7)

Hik - H&
(£ -
HAEIZEED H
2 FL )

A RNTA
D R L

e

{INEs]

A K74
NE:

EE - AR
(£ 7= 1350 -
HRICBIE O b
% wCHL B FT)

Mk - H&E
(F7I13HE -
FAEICBEED H
% RC# B AT

A RNTA
DR L7 S

1 4

NE

A RZ7A
>4

ZhAE - Zh R
(E7-13%0%6E -
EIT B E D &
% ek )

Mt - H&E
(£ 7-13%0%6E -
EIT B E D H
% ek )




A RKTA
D IR PG S
=

S | A RTA
Vg
ZhiEe - ZhiR
(E7- 135048 -
HRICBEED H
% Fo k& Pr)
AL - A&
(F7=xHE-
HAEICEED S
% Fo K & Pr)
A RNTA
D R L
B

3. BEYENRFITEDENADLNTE T « REZEIZOWT
(1) EfEA L ER, K BNERBRE TR D AFELERE L COMERN

<LERDOMRIT1E (BRSO BIRFHISE) | MRA R, Xk - liEFOREH
1 DRI % >

A RITZATHIHEINTWDCHERIZMZ T, 2016 4 9 H 7 HFRFAT
PubMed T” aplastic anemia AND immunosuppressive therapy”’® % — U —
RO L, iS4z 2292 1405 v~ ATG(ATGAM)IZ BE I3~ 2 G 5C % i3
E LT,

<WHHTBIT L HRRRRE >

1) Scheinberg P, Nunez O, Weinstein B, et al. Horse versus rabbit
antithymocyte globulin in acquired aplastic anemia. N Engl J Med
2011;365:430-438 (LB 3, EHNA FF A v MENAL FF 4 v, FE/ID
RHIA RFA4 L, BEUNRITA RS A4, JeXK/NRFEHERERRE)

- R 2B EERGABR (ERb O A IOV TITRHEZR L)

- PG AR - 2 UL B

- E Y X ATG X1 H 3.5 mg/kg 2 5 HELSHEE, v~ ATG 1% 1
H 40 mg/kg # 4 HM A ERE, MFHT 5378 AKY 131 H 10 mg/kg O
A5,

- FEEFHIIEE R 6 ARERORR) R

- WEE EERAASARMEREMEEEZGRE L, PIgERREEE LTy
ATG (ATGAM, Pfizer) 40 mg/kg # 4 HE&GIT 18 L. v H ¥ ATG
(Thymoglobulin, Genzyme) 3.5 mg/kg % 5 H & 5-3 5 B O HAE 24 B £} LL#E
RBRPITOI e, WTNOBES 7 m AR U S L7z, SHEC 60 JEH]
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NGRS, 6 » AR S OBEZRIZT Y ~ ATG 28 68%., 7 ¥ ATG N 37T% & ¥
~ATG A EICENTEY 3FEAFERDS 96% vs. T6% & AEENBIEZ ST,
KOEEREGIHEITEEETHY . v~ ATG #ED 2 JEH, 7% ATG FED 9
JEGIN BT H D5 VT EIREIEED 7= OI12 6 » ARl TOREMA T X 22
> 77,

2 ) Afable MG, Shaik M, Sugimoto Y, et al. Efficacy of rabbit anti-thymocyte
globulin in severe aplastic anemia. Haematologica 2011;96:1269—-1275 (CC#R
4)

C A ATG OB 2 MRS LN~ ATG BE L O~ v F R T R

- KFGAFNG - FREe U(EBE M 21T T X ATG B 19~80 . ¥~ ATG
BE 3~79 m%)

- B 5L ¥ ATG (X1 H 3.5 mg/kg % 5 A AFHE. v~ ATG 1 1
H 40 mg/kg %= 4 A AWML, 0FHT 227 2RY 13 1 B 200~400
mg/kg Ok A5,

- FEEHImIEE - G#iAR L

- % . %% ATG(Thymoglobulin 3.5 mg/kg % 5 H B2 X 2 S Ml 4
AT 72 20 5EB] & 7~ ATG(ATGAM 40 mg/kg % 4 H BDIC & 2 5052 il vk
Zz Tz 6T ER 2 % FREIC B Lz, 3. 6. 12 » AR TORMRIZV Y
¥ ATG FED 40%., 45%. 50%. 7~ ATG B 55%. 58%. 58% CH & =X i
Motz 6 ADFF S TORMETCRICHLAEEITIR LN o Tm(AEFRIC
DNTORHEH L),

3 ) Chang MH, Kim KH, Kim HS, et al. Predictors of response to
immunosuppressive therapy with antithymocyte globulin and cyclosporine
and prognostic factors for survival in patients with severe aplastic anemia.
Eur J Haematol 2010;84:154—159 (SC#R 5)

- A 3 AR — NFSE

- RIGAR - FRE7R U (FEBR O R 5213 15~T78 k%)

- E Y ATG X1 H 3.5 mg/kg & 5 HELSHEE, v~ ATG 1% 1
H 40 mg/kg % 4 AR AR ERE, OFHT 56370 XK Y 131 BH 5 mglkg Oft
H#& 5,

- FEFEEA : RldkZe L

- BEE . 79 ATG(Thymoglobulin 3.5 mg/kg % 5 H )T K& 2 505 {9 1k
%% F 72 33 JEH] & 7~ ATG(ATGAM 40 mg/kg % 4 H B & 2 Gl MRk
T\ Tz 29 EM & % FBIIC R LTz, AR IT T ¥ ATG BEDS 48%, U~
ATG BED 52% CHEZITE ) o 2(FEFEFRIZOVWTORHE R L),

<BARZBITIHEERREX>
1) dbAfEE, EESR. BEEKE et al. BARBRMAMmMICRT 35 Mk
WM~z a7 ) v U-ATG O%E  Biotherapy 1996;10:1082-1095 (3T
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Bk 6)

-1 H 10 mg/kg & 20 mg/kg O£ 5.1 % i 3 2 MEAE 2% BT Ml il B

- XFRAEW 0 16~70 %

#5511 H 10 mg/kg 5 W% 20 mg/kg & 8 H M A EE, 7 o AR
Ul SRHEICHEE L KT T RO & 2 3AI O OF HIZ A 1,

- EEFEAMEA : RRdiZe L

-HEE . BRENOZ IR OB IERE LT, PEENL FOBAENRER
fMAEIZ T~ ATG(ATGAM) 2 10 mg/kg & %\ id 20 mg/kg T 8 H &G &1
7oo B6 JEBIANEER S AL, 50 JEFNIZIRBREL K E IR, 6 » HOKRE R ToOH
DL EOESRIL 10 mg/kg/ H 58T 21.1%. 20 mg/kg/ H % 54 T 37.5%
Thole, AEFS L LTHRE, K2, W, EERR EOHENEN T,

BELRAERESR L L CET T 740 7%y —va v 7N 1HICBE S, RABRER
DODHFIEE EBICATEA R, X7V OG5 THFE L, ETHIX 3 T
JRYSERSE D 2 FlIERBRE & OB E T/ b O LT S N, SRS AR AT
T L7z —BNZ DWW CTIEaBREE & o B I o iz s e o 7,

% ICH-GCP L D EFIRFAERIZHDOWTIX, ZOFRL#EHT DI &,

(2) Peer-reviewed journal D#&Gn, A ¥ « 7 U T REORERW

1) How I treat acquired aplastic anemia. (Blood 2012 120:1185-1196,
SCHER 7)

Standard initial IST is horse ATG and CsA, which produces hematologic recovery in 60% to 70%
of cases and excellent long-term survival among responders, as shown in several large
prospective studies in the United States, Europe, and Japan.

KIE, BN, BAROKRBBRTHHARR TRENTWDL L HIcU~ ATG &
7 ZARY OO L 60-T0%DRENEH & RNE IV TRIAF 2 W6
T O EREITIRE TH D,

ATG is usually administered at a dose of 40 mg/kg over 4 hours, daily for 4
days.

ATG 1% 1 H 40 mg/kg & 4 B A EE 4 AT,

2 ) Meta-analysis of treatment with rabbit and horse antithymocyte
globulin for aplastic anemia. (Int J Hematol 2017 105:578-586. 3 KR 8)

HARBMER Iz 5 aEmflEE S LT, 7% ¥ ATG(Thymoglobulin)
& 7~ ATG(Lymphoglobuline/ATGAM) % Lb#& U 7= i R SE D A % « 7 F U o
AxATolc e TAH, ARIFTU~ ATG PAEICE LS, 1BER%% 3 » ALUWN
ORI RE 1 HEECTHFEO 73X ATG LilaEDO v~ ATG % g L 7= #F98)
ERODIZEESHIZB W T, 79X ATG BECTORYEERNGEIZZ N EV D
R ENTE, BARNREE MK D 0EMmERELS LTy~ ATG %
BRI REThHD, B, vV~ ATG OB G EITT X COKRIFILIZE
WT 1H 40 mg/kg ® 4~5 HEO&EETH - 7=,
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(3) #HFEFE~OFERER RIS L TOREIRN

<BHBITL2BREELE>
1) UpToDate Treatment of aplastic anemia in adults (3CHR 9)
FIRST-LINE THERAPY
Overview of approach: IST versus HCT — First-line therapy is stratified
according to the age of the patient, which correlates with ability to tolerate
hematopoietic cell transplantation (HCT); the severity of disease; and the
availability of an appropriate donor (algorithm 1).

MG & LU T OREMERTE & & Ml B3 8 Filin, BHIER, @Y
R —DOFREIZE > THRET 5,
Horse ATG and CsA — For patients with severe AA who do not receive an
HCT, we suggest horse ATG plus CsA.
EIMEMEBEME ZITORWEFIZH L TIE Y~ ATG L7 v XK ickd
S IMERIE T 5,

<HARRZBIT2EHEESE>
1) BAMKBRFESRE MEREMETFRA M HEFTHE2M RABREEAR
BHEE1m CGCER 10)

40 7oA T HLA @AM EZ AT 2 85 CIIREE BN S 2R & 72
Do
40 7% A C HLA B A R O W s W B3 TIrd ek R —12 X 2 B0 o s
IXREIHIRIE LV S D720, T 0REMGRIELZBIRT 5,

AA IZHT 2 R MHEIRIEOIRERE DL I1XY v 717 a7 ) 0 ATGA
mEODY~ ATG ZHW2b D THD, 7HF ATGHAET7 1T Y )ITDO0
TIHRERBICIEOSENHY, BIED & ZAFMMNEE > T, A E
7ra7 ) AERRFIZIE EB U A L AORIEMIESBEE 25, EHIC EB ¥
AWV A-DNA &%F=%Y v J(RKE#EHA/) L., EB VA4 /L A#E B U /1
JEVER B OB PR ET 5,

(4) 2 XTHMMFOLRITA KT A > ~OFLHCRD

<BNZBITEHARITA L EHE>

1) Guidelines for the diagnosis and management of adult aplastic anaemia (British Journal
of Haematology, 2016:172, 187207, 3CHR 11) ¥EEHF A FF7 41~

The current standard first line IST is horse ATG (ATGATGAM) combined with CSA.

BUIE D REYER) 72 Sy ML v~ ATG L 7 u AR Y VO TH B,

The dose of horse ATG (ATGAM) is 40 mg/kg/d for 4 d.

U~ ATG O 5131 H 40mg/kg D 4 HITH D,

2) Aplastic Anemia - Diagnostics and Therapy of Acquired Aplastic Anemia. Guideline 7
EXA K742 (X 12)
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The standard therapy outside of studies consists in the combination of horse -ATG, ciclosporin

and corticosteroids [60, 61].

i AR BRSO HE 2RI BT DIEERRIE Y~ ATG, v 7 AKRY v AT a4 RO
HTH 5D,

The recommended doses of ATG greatly vary with the product (thymoglobulin 2.5 - 3.75 mg/kg

b.w. and day, an 5 consecutive days; ATGAM 30mg/kg and day on 4 consecutive days).

ATG DHELEH EITATG DRANZ L > TRELS B H (A EZ 17 Y iF2.5~3.75 mg/kg
% 5 H#, ATGAM X 1 H 30 ma/kg % 4 H [H).

The change from horse-ATG to rabbit ATG practiced in Germany from 2007 to the publication of

the data quoted above was not evidence-based, instead was due to lacking availability. It should
be attempted to continue to perform triple therapy with horse-ATG by purchasing it from abroad.
MEICEBNT Y ATG LU FFATGIZBITLIZDITZET XIS D TIEAL
U~ ATG DAFREEIZHE S SO TH 5, SN HLEALTTH Y~ ATG 24~ &
Th o,

2 ) Diagnosis and management of acquired aplastic anemia in childhood. Guidelines from
the Marrow Failure Study Group of the Pediatric Haemato-Oncology Italian Association
(AIEOP) (Blood Cells, Molecules, and Diseases 2015; 55:40-47, 3CHR 13) RE/NEH A F
74

A prospective randomized trial [21] has shown that both hematological response and survival are
far superior in patients treated with horse ATG (68% and 96% respectively) vs rabbit ATG
(response 37%, survival 76%). These results were confirmed by another controlled study [22]. As
for CsA management a slow and gradual tapering was shown to be associated with a lower
relapse rate in both children [23] and adults as compared to fast reduction [24]. Therefore horse

ATG is the recommended source for the first course of IST. Use of rabbit ATG is considered only

if horse ATG is not available.
UV ATGIZ VY X ATG LV b AE, AGFFRICBVTERLTEY, F1EHEELE L CHE
BAnsd, VHXATGC O HIZY~ ATG BN AFTXARWIRICBESI NS,

3) Acquired aplastic anemia in Korean children: treatment guidelines from the Bone

Marrow Failure Committee of the Korean Society of Pediatric Hematology Oncology.
(International Journal of Hematology 2016: 103: 380—-386., ICH#R 14) BE/NEF A K
A

IST with the combination of horse ATG and CsA is still considered the first line choice
for those who lack a MFD.

HLA #&Mm FF—n3WRWEFICa LTIy~ ATG v 7 a AR Y i K 5%
M REIENE — IR E 2 D,

4) Diagnosis and Treatment of Pediatric Acquired Aplastic Anemia (AAA): an Initial
Survey of the North American Pediatric Aplastic Anemia Consortium (NAPAAC).
(Pediatr Blood Cancer. 2014;61:869-874, 3CH#R 15) Jtk/h R4k EREHAE

All institutions would utilize horse ATG rather than rabbit ATG for initial IST. Most

10
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commonly the patients receive a test dose of ATG followed by 40 mg/kg/dose daily for 4

days, but 25% of institutions treat patients for 5 days.
HARNBHEEMIZXT 2B ORBEMEEEE L TUFEA EDORMEEN 7 X ATG Tlide
< U~ ATG( H 40mg/kg % 4 A, 25%DfEakid 5 HEDZFH L T\ 5

<HRIZBITIDZHA KT %>
1) BERRHELZROSRBRIA FER 26 FEXRITR (BEAFBRENAERMBE
AR BBOR A B RSN EEICE T 2 AN A CUER 16)

UH X ATG (WA m7 Y, 25375 mgkgd HfE) v 7 rvAKRY v 5mglkg
OPFREEEZITS [Ibl, 2hFET ATG #AIL LTidv~ ATG BELLTHERAIR
TWen, v~ ATG OREPILIZHEVAR TS 2008 £ 6 U+ F ATG (VA€ 1
TV MERSRTWS, LML, ko v~ ATG H-ANZLR TV X ATG Of
WRENL DLV BENT AV A, I—a v BA UNE) 2DOHMRWTHE ST
W2, 272, BESXRAARORANBEZE OB TIZTY~ ATG LR AZRVAEENRE S
TW5s,

XHGEF L e O — X OEEB X A AROMHFHE ATGAM Tid72 < lymphoglobulin &
DI T D,

(5) BEHENEITHR DA TORKFERHE X OFRMEHFEE (5L (1) B
) 1z HoNnT

1) %S98 L

(6) Efto (1) 6 (5) ZEEALBELADZYEMEIZHONT

L EoWgs COmEIIRIL, TA K74 v Oft#. WIKRMIEORERENS, FHAE
REBME MK 2 0EMEEEE LT, 79X ATG LV & 7~ ATG 2ER
TWHZEEMLNTHDH, BAEREHEMOZ KLU HEIEE/DHE, P%ﬁ
FHZ oW T, BEIEE SIS %mle@ PREITIEEIESEH & L 0 RIS HE
LTWDENI ZEEROVTE, BERBICHEESNTVWLIBITOERE2SR,
iﬁlL1®O@%@%ﬁﬁﬁ@ﬁ%%ﬁ@iﬁ3~5@me@ﬁ%%
Camitta 5D REHEDOFEIEFAERBMEZM E LTH Y, RO EITAARA
OEJEFAREMHEEMEFICBW LD T E s RIS, —FH., HF
HEB I ORCREEREICHIT S ATGAM O %) HI2 U T IR 3R B o ff 5
NZLWVWORBRTHD, L2rL, BRAOZEITA RTIEHEFHFEIETH-> THIL
MERI D D HEAT I 28556 & D WX /MR ER 2 5 5/ u LELF OEE I, 15
BREERIEN D L BNENIKR T T 5720, RO ATG &5 2 HLE L Tk v Gk
16). %@\ﬂ@ﬂﬁﬁ@#4%ﬁm7)y@ﬁmf%F@“fui@ﬁif
BRI 72> TWnb, BT A FIZih> TATGAM b [AEEDIRILIZIB N T
EHEINDZEDREESIND =D, EP FELL EOBARRMEEM] & LTo
BhAE - MROBELRAEIRY THDH EEZOND, £-. HARANIZEIT S ATGAM

11
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ORI 1990 FFROIBERIZIRE STV D P, [FIRER TIL ATG @ B
ETHBCbHPDLTHARENEP RSN TEY , KA BHERS AT
60

H R D EiE B 53 (CUER 16)
stage 1 & JiE FFtllsth
stage 2 HEESE LI F o 2HE L L&
HARIMER 60,000/ 1 1 AT
I ER 1,000/ 11 AT
/MR 50,000/ 121 A i
stage 3 °XCHJE LA F O 2 AL A U, @ HIH A R M EREG I A2 B L3 5
MEARIMER 60,000/ 1 1 A
I ER 1,000/ 11 AT
/R 50,000/ 121 i
stage 4 H JE LT 2HEAL &3
MR IMER 20,000/ 1 1 AT
I ER 500/ 1 1 AR5
/B 20,000/ 1 1 A
stage 5 I EAE AFHER 200/l REICMA T, L PO 1HB L L&
MR IMER 20,000/ 1 1 AT
/B 20,000/ 1 1 A

EBEAIZIA AV S TS Camitta B D4 CCHR 11)
FEESE T RC A
FE B BEAIAEE N 25% KM . LLTFO 2IHE LL &9,
HEARIMER 20,000/ 1 1 AT
I ER 500/ 1 1 AT
1/ 20,000/ 11 A i
BCEIE BEEOKMEEN - L, o, HFHER 200/ 0l RiETH D,

<EZPHE - BHRIZONT>

1) RfERZEOY A0 T Y v OEINED —>Thsd [HEEL EO/FA
AEMEM ERBEORRICBNTHEHENRD Z ERBEESNDL D, [HE%E
FELL EOBARNBHERMmM] &L ToOMRE - IRV ZYTH D, ok, IO
FRITEEFAERBRMERMZ SR E LTWDEHDONE W, WSO EEE ST
HIELIA % non severe TONE F & MICLTEY , PEIEICHY T 208N TF
EL2V, BAROSRAIA R TIEHFEIETh > TH LM EREAD PN ETT 55
B HDWITMIRE D 5 5/ LEL T OEAEITIE, 1BIEBBNEN D & BhH
PETT 2720, B0 ATG # 5% HLE L T 5 (CTIR 16).

12
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<EREHE - AERIZOWVWT>

1) kE., IEOGACECCHR 17, 18)TiX 10~20mg/kg @ 8~14 HE D #
H Lo TnE R, KETOBRKRBRCHR 3)CEET A K74 CCRR 11) 72
FOREMESFE R, BRBAGOIDRIZAEH LTS 40mg/kg ® 4 HEO®E
D@ EEZ N5, B, MEOTA K74 CCER 12) Tl 30mg/kg O 4
B ORENTLE I TWD N, [FFEEO S SCHRIE 40mg/kg @ 4 HE O
HBZEZRWEKEOHKAR THY . sIHEREGE DS TFE LTS, £2, H
ARENOIEERIZIHB VT 20mg/kg @ 8 HREH G TOH MR STV 25 CCHR
6), ZDOMHEIT 40mg/kg D 4 H O L LA RE160 mg/kg) RECTHD |
AHARANZIBWTHHEUZZHEEEZZ NS,

728, KA E(10~20mg/kg) DA RI(8~14 [B)F 5-7> 5 & A B (40mg/kg) D /D
HlE& @ BE)ICBIT LI e LT, mHED RS OERIKRER O R %
1995 2% 3K L 72 Stephen DIXIMIERBIEOHE ALK T IE 5 Z & AR
WEzmficxs 2 adb TVl 19),

<R ESTIZHONT>
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