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Alemtuzumab is proven for the treatment of:
1) Patients undergoing peripheral blood stem cell
(PBSC) and/or bone marrow transplantation.
T LAY A TR MR, B B
R EDHRIZB W TIEH SN2 EAITH 5,
KE | A RTA @ Guidelines for the diagnosis and management of
4 aplastic anaemia (Br J Haematol
2009;147:43-70, ik 8)
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WA B D &
% O L 5 AT
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Patients who are >40 years of age and who are
medically fit enough for BMT (see above), may
receive a reduced intensityconditioning
regimen, using cyclophosphamide 1200 mg/m?,
fludarabine 120 mg/m? and either ATG or
alemtuzumab. A similar approach may be
considered for patients aged 30-40 years.

40 A EOBFEEICEE T TV T v
LTI BRAT 7 I RIZATG HDHWET L
DY R T DONT I F N Z T2 TS BRI
WE 24T 5, Z ORTLEIT 30~40 5% D HFH
WWHEHHLTHRWS Lt
(EEEE Bk OB T X 92, #E
ZE R T nWb o0, T LAY X
~ 7T AETa T LD HERTHD
WV BRIRMFFEDORE R R STV D)

ik - &

& A 0.75~1.0 mg/kg (SCHR 9 Xk V)
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A RZ74 2 | 1. GuptaV, Ball S, Yi Q, et al. Favorable effect on
D IR P acute and chronic graft-versus-host disease with
cyclophosphamide and in vivo anti-CD52
monoclonal antibodies for marrow
transplantation from HLA-identical sibling
donors for acquired aplastic anemia. Biology of
Blood and Marrow Transplantation 2004;7:
867-876 (ZCHk 9)
5 UnitedHealthcare Oxford Drug Policy
Recommended Guidelines (3C#k 1 0)
Alemtuzumab) is considered medically necessary
when used in the treatment of:
1. Members undergoing peripheral blood stem cell
(PBSC) and/or bone marrow transplantation.
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HA RTANZBIHENTWALEICIM A T, 2014 4 12 A 2 HEFAT
PubMed T” alemtuzumab AND GVHD AND prophylaxis”® % — " — K Cfr
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—& O HLA BEELREICL > THERERTOR OIS THLHED, T LA
VA7 OERGEITHRRICEoTEL2ERALND,

<YM BT D BRI S >

1) Gupta V, Ball S, Yi Q, et al. Favorable effect on acute and chronic
graft-versus-host disease with cyclophosphamide and in vivo anti-CD52
monoclonal antibodies for marrow transplantation from HLA-identical
sibling donors for acquired aplastic anemia. Biology of Blood and Marrow
Transplantation 2004;7: 867-876 (EW A K71 >, XHk9)

33 BIOHAERBMEAMICK L Ty 7 rARAT7 7 I FEHt CDE2 £/ 7 v —
FAHURIZ X 2/ #E T HLA #aFREREHBHEEZ T A, 71—
R IILL Eo @t GVHD 1% 14%. 187 GVHD 1% 4%, 5 FAFRIL 81% & Ei
To AR R ST,

T VLAY X7 OFKEE 4 0.75~1.0mg/kg)

2) Chakraverty, R. et al. Impact of in vivo alemtuzumab dose before reduced
intensity conditioning and HLA-identical sibling stem cell transplantation:
pharmacokinetics, GVHD, and immune reconstitution. Blood
2010;116,3080—-3088. (CKEATA F7 A >, k1 1)

7T LAY X7 O ERRTIE HLA @A REMBHEIZB N TT LAY X<
7% 20mg £ CTHET 5 & HIE GVHD 288 L7228, 30mg @ 1 [BlDOHDF 5
(day -DiZ L v @A EOHKG(40mg~60mg) & i L C GVHD O 3 JiE 48 5 13 [7]
HET, VY NERORIEIZLVHESSHTHD W) RN RSN,

3) Kottaridis PD, Milligan DW, Chopra R, et al. In vivo CAMPATH-1H
prevents graft-versus-host disease following nonmyeloablative stem cell
transplantation. Blood 2000;96:2419-2425. (CKENA K714 >, Xkl 2)

HLA BEARREBHEEZ E& LI 4EBICTINE T E L EANT 7T 0T
LAY A~ 7 P LICHiL@E TRIE 21TV, 7 L — R I UL Eo & GVHD
ZSEARIZEHIT 5 Z LTk EI LT,

T LAY AT O £F 100mg

4) Mead, A. J. et al. HLA-mismatched unrelated donors are a viable
alternate graft source for allogeneic transplantation following
alemtuzumab-based reduced-intensity conditioning. Blood
2010;115,5147-5153. CKEFTA F7 A >, k1 3)

TNVETE ANNT 7Ty T LAY AT ORTLE TIT- 72 157 HloIE
MEE BB EZMT L2 2 A, ZL— RII L Eoadk GVHD 3 JE 86 5 1%
HLA & B T 22%., HLA RESBHTH 20%28i S v, 3 FAEFRITL
NZEI 53%. 49% & . HLA OREEPHFE L CHENTZBHEBEN S LLD
RIS,

T LAY AT O E  AF 100mg
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5) Hsieh MM, Kang EM, Fitzhugh CD, et al. Allogeneic hematopoietic
stem-cell transplantation for sickle cell disease. N Engl J Med
2009;361(24):2309-2317.  CKEW A KT A >, k1 4)

AN SR AR I BRYE AR 10 JSEGNS )T 2 B R FE I E AR IZ B W\ T DB E
DR HHBRIRI LT LAY X< 7 REiLE & L THW L7, GVHD 1342 <
Bl n g, RIELNBIEHFE O T IRE 30 » H O R THELT TH 5,

T VLAY AT OREE 55 1.0mglkg

6) Rizzieri DA, Koh LP, Long GD, et al. Partially matched,
nonmyeloablative allogeneic transplantation: clinical outcomes and
immune reconstitution. J Clin Oncol. 2007;25(6):690-697. (k1 5)

Duke K% ® Rizzieri HI7 LAY X~ 7 % W7 BB FEMEEE ) HLA i
EBhEZE 49 ff:a@“:ﬁof:o APt GVHD OFRJEMEIL 7 L — R ILLL 23 16%,
7 L— R III LA B2 8% & AP NI HSl S u7e,

T VLAY AT OREE &5 100mg

7) Tauro S, Craddock C, Peggs K, et al. Allogeneic stem-cell transplantation
using a reduced-intensity conditioning regimen has the capacity to produce
durable remissions and long-term disease-free survival in patients with
high-risk acute myeloid leukemia and myelodysplasia. J Clin Oncol.
2005;23(36):9387-9393.  (rik1 6)

SRR B A e G — SRR 22 1], 55 - = FEAEH 20 1], TR 14 Bi)
BLOBHRERIEFEHQOPDAEXIRE L TIALTTEL AVT 7 T TT
LAY X~ 20mglday % 5 H RN Z 7= Ai AL & <& i e B (R e K —
35 %, FEMiE R —41 D& 7oL 2 A, 7 L—KIILU Eo&M GVHD 1%
Bl T, 100 HBHEEEE TN 9% T, 3FEGFR, BFEFRIZNE
N 41%, 37T% ThH -7,

T VLAY AT OREE  &FF 50~100mg

8) Patel B, Kirkland KE, Szydlo R, et al. Favorable outcomes with
alemtuzumab-conditioned unrelated donor stem cell transplantation in
adults with high-risk Philadelphia chromosome-negative acute
lymphoblastic leukemia in first complete remission. Haematologica.
2009;94(10):1399-1406. (it 1 7)

B RREIAE Y o WE R I IS xS S BT CD52 fifk & v 72 3k i &
i A8 JEF DENT TlE, 31T LAY X< 7 ({ & 50~100mg) . + Do
JEFIIZ1E Campath-1G, Campath-1M 72 Eng G sz, ZL— RII L
FoS GVHD X 27% 28I i, 5 FAEFR, BHAFR, BB TR
T ZENZEI 61%, 59%. 13% Th > 7=,

TLVAY AT DG E 5§ 50~100mg
9) Peggs KS, Hunter A, Chopra R, et al. Clinical evidence of a
graft-versus-Hodgkin's-lymphoma effect after reduced-intensity allogeneic
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transplantation. Lancet. 2005;365(9475):1934-1941.  (SCi#k 1 8)

BREEEEREOVIR L TWDEHRTF Y UREICRHT I IVETEY, A
Ty T ET VLAY XY T ORLETO HLA @& Mix81 1) &H 5 W IZIE
RFP—A8HMNE OB TIX, 7L — RITL Eo&M GVHD X 8 filicHEL L
7o 2 R IE T RIL 16.3% T 4 FAEFR EHEAFRITZN LN 55.7%,
39% Th > 7=,

T VLAY AT O 8 A5 50~100mg
10) Thomson KJ, Morris EC, Milligan D, et al. T-cell-depleted
reduced-intensity transplantation followed by donor leukocyte infusions to
promote graft-versus-lymphoma activity results in excellent long-term
survival in patients with multiply relapsed follicular lymphoma. J Clin
Oncol. 2010;28(28):8695-3700.  (XC#k 1 9)

B2 EEER Y KL TW AR Y N\ S2IEFIZX LTI LH T v
ANT 7T T LAY AT OFALET HLA @A Mik48%) & 2 W\ Ik
% K+ —(B2%) 0 biTh BT, 7 L— K II, I ©o&% GVHD 28 13%
(2, U YRR RN 26%IZFE D DAV, FIREIC K — U SRl & 5%
F72 13 B 10 BINEREL D . £D 55 9 PITTMREL R L T\, 4
M A AT T6% L BTV e,

T VLAY AT O R &5 20~100mg

11) Thomson KJ, Morris EC, Bloor A, et al. Favorable long-term survival
after reduced-intensity allogeneic transplantation for multiple-relapse
aggressive non-Hodgkin's lymphoma. J Clin Oncol. 2009;27(3):426-432.
(CHk2 0)

O ME KA B MR : U o N IE 2 wf 5 & U 7 38 i fi i B 4l oD A T i
TNETE ANT 7T T LAY X737 FliEiHaE T 100mg., 11 1/~7J
20~60mg) D HALE T HLA # A& Mi%(62%) & 5 Wit FE ik N —(388%) 0 b
T A AT 72 o 72 48 JE B (FF- s v Il 46 7%, 69%1% H %%’vﬂﬁfﬁ@ﬁ%) BT,
7 L— RITUL LT GVHD 28 17%I2. U SO B DS 33%I278D B LT,
LovL, AL R — U Vo RBRETE 2 52T 72 12 Bl 5 B3 FRige W 72 B fig &
720 4 FMET AR 48% Th o 72,

T LAY X7 O E  FF 20~100mg
12) Soiffer RJ, Lerademacher J, Ho V, et al. Impact of immune modulation
with anti-T-cell antibodies on the outcome of reduced-intensity allogeneic
hematopoietic stem cell transplantation for hematologic malignancies.
Blood. 2011;117(25):6968-6970.  (SCi#k 5)

T LAY AT L ATG OREIZOW T, EmEBEICF LTI E T e
VET X IALEIZ X HRTLE CITh S e e 1676 KI(HLA &
FIRL B 792 6, HLA 4 & 2 W % 1 7 U LR & 98 ik R hi 884 4il)
TR BTz, 7 L— RIL L o2t GVHD OREIXT L A

10




m—®—9

Y A= 7 ABEO=213)ICB T ATG H(n=584) G5 H0=879) LV & H
AR < (19% vs. 38% vs. 40%). 1P GVHD ([ZOWTIE T LAY X~v 7 &
ATG OWT N B IR GREL W D72y 5 72(24% vs. 40% vs. 52%), FRILT L
LY X7 & ATG OMHE TE < (34 49% vs. 51% vs. 38%)., M A= 17 3 13K
T L7238 4 30% vs. 25% vs. 39%), EfFRITATG HETRAEEIZEH > TV
72(8 - 50% vs. 38% vs. 46%).

T LAY X270 A 60mg(HfE)

13) Baron F, Labopin M, Blaise D, et al. Impact of in vivo T-cell depletion on
outcome of AML patients in first CR given peripheral blood stem cells and
reduced-intensity conditioning allo-SCT from a HLA-identical sibling
donor: a report from the Acute Leukemia Working Party of the European
Group for Blood and Marrow Transplantation. Bone Marrow Transplant.
2014;49(3):389-396. (k2 1)

RO & 1 M I A 18 &k 2 5 — R R S R A R IS T 5 2 =8
HETOBmBTIE, ATGU44 FEF), 7 LAY X< 7 (252 FER) & b1 2 & DI
Fl &2 L7 iEE(554 JERFI) & beif L CTEM: GVHD Z 58 12l L7223, Wi
b EIEOHIMTRL, ERMRFAFER, REFRICOAEREET R, 7
VAY XA T HEGHIZBWTOARBEHBECTROMK MHEM N A i,
TLVAY AT Ok &5 80mg Kiifi2d 124 ], 80mg LL A% 33 4
14) Marsh JC, Pearce RM, Koh MB, et al. Retrospective study of
alemtuzumab vs ATG-based conditioning without irradiation for unrelated
and matched sibling donor transplants in acquired severe aplastic anemia:
a study from the British Society for Blood and Marrow Transplantation.
Bone Marrow Transplant. 2014;49(1):42-48. (5 6)

KETITON T BAERNRME N 155 JEFNC KT 5 FMEBMIZH T 5 ATG &
T LAY X7 O%RIGFEBLBIECNE . AN Z & L) Tk, HLA @& [F
BHETIIEN 2V OO, FEMBEEMBHETIET LAY XA TR EHOEFR
WENTEY, B GVHD OBE LT LAY Xv 7 HETH R 2 72,

T LAY R T O%EE 45 50mg (T RH)

15) Samarasinghe S, Steward C, Hiwarkar P, et al. Excellent outcome of
matched unrelated donor transplantation in paediatric aplastic anaemia
following failure with immunosuppressive therapy: a United Kingdom
multicentre retrospective experience. Br J Haematol. 2012;157(3):339-346.
Lk 2 2)

NRIZE T2 BAEAREZMICH T2 RMEEBETIEZT LAY X~ 7 2 i
THZEIC Lo TR BAMRBRZEE L THOAEERRITAEALT, EATLRW
AEAERR STV D (44 FERF),

TVUVLAY R T OFKE R AF 0.9~1.0mg/kg(F JfE)
16) Hamad N, Del Bel R, Messner HA, et al. Outcomes of hematopoietic cell

11
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transplantation in adult patients with acquired aplastic anemia using
intermediate-dose alemtuzumab-based conditioning. Biol Blood Marrow
Transplant 2014;20:1722-1728. (k2 3)

41 FEFI O RN AR BYER M%7 5 RFERH ©, R % & 0)7’ LAY X<
AT L LI T 7L —F 3 EDOZME GVHD 35222 T &4, 18
P GVHD OBE S DT 15% T, 3 FAFHE 85% L) ﬁhtﬁ%ﬁéfﬁw
INTVn5
T VLAY X~ T O R &5 50~60mg
17) Yafez L, Bermiidez A, Insunza A, et al. Unexpected outbreak of
Epstein-Barr virus post-transplantation lymphoproliferative disorder after
hematopoietic stem cell transplantation conditioning with thymoglobulin.
Biol Blood Marrow Transplant 2014;20(9):1457-1458 (SCik 2)

2000 /- 1 A5 201246 ADMICY A E 7 v 7 U v %l U C RS e
FIRRBHE 21T > 72 101 ANITB W T, 8 ADRBHEE U v EFRM R B 2 3 IE L -
N, ZORIETH LR EORHICHED LTI, FIZ 2011 4 12 A7 5 2012
6 HDOM O 7619 5 FINFAE LTz, 2007 FLIE, BARMICHIES NS Z &
e U XICRETHIMRMEOENEETTHI ERBOLNTEY, £/,
2012FE 8 AND 20143 HIZIF A7 a7 oron 5oy MR U 2
—LENRTWD, lhozZehs, vAE7rT Y romy MEOMEDER
DEER 72 B EEROHBHAEOLEHNIELG L TV DL AEHERB I bND,
18) Cohen J, Gandhi M, Naik P, et al. Increased incidence of EBV-related
disease following paediatric stem cell transplantation with
reduced-intensity conditioning. Br J Haematol. 2005;129(2):229-239 (it
3)

[FFERAE 21T > 7 128 Blo/NERFEBEBE AT Lic& 2 A, EB U AL
ZDBHBEEITT LAY X~ 7 2D 73 Fld 12 $1(16.4%) & Hig L T,
VA7 m 7Y AFGRET 43 FH 15 #1(34.9%) &L A EIZE > T2,

19) Landgren O, Gilbert ES, Rizzo JD, et al. Risk factors for
lymphoproliferative disorders after allogeneic hematopoietic cell
transplantation. Blood 2009;113(20):4992-5001 (=Cfik 4)

[FIFERAE A 1T > 72 26901 JEBI A AT L7 & 2 A T MBabR 5 %217 D 72 WIAEH]
EHEE LT, U o NHETEME R FBRIE O A R EE L. B M & T M iE A AR LS
BRET L7 LAY X7 1T 815720720k LT, T MLz FrRAICHRET
5ATG X 8.4fFL . ATG DIZH N Y U NHEFEMEIRE BRIED Y A7 RNEn &
52 ENER I T,

< HARIZEBT DERRABRES >
1) Kanda Y, Oshima K, Asano-Mori Y, et al. In vivo alemtuzumab enables
haploidentical human leukocyte antigen-mismatched hematopoietic

12
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stem-cell transplantation without ex vivo graft manipulation.
Transplantation. 2005;79(10):1351-1357.  (:Ciik 2 4)

HERKFTITONET LAY X~ 7 % Hviz HLA R & B O B KRR
(X, 12 JEFIGE i JfE 50 %) D 2FIC R —MlaDoEFEN 2 b, ZL— R
IIT LA ED GVHD %3 HO7Did 1 AT T, 7VAY XTI LN
GVHD il R s Sz, LavL., Bk 2 » HEIZbT > TRED Y »
PRERJEAD (FEIC T AR A EBAE L, Btk 3 » A TXL 5 X< HLA &I Mm&EH
MR %D U RERECEE Lz, v rrericksTary br—
LA CH ST DDV A M AT U A )V AE N EHEEICE O biv, 70,
GVHD DA & - T HLA RS BER A D58 )72 GVL R85 L T
HZAREME L H Y. LVEABEDO T LAY X THEICHOVWTH BT & Tl
NN EBEINT,

T VLAY AT OkGE A5 1.2mglkg

2) Kanda Y, Oshima K, Kako S, et al. In vivo T-cell depletion with
alemtuzumab 1in allogeneic hematopoietic stem cell transplantation:
Combined results of two studies on aplastic anemia and HLA-mismatched
haploidentical transplantation. Am J Hematol. 2013;88(4):294-300.  (:Ciik
25)

AHARENTT VLAY X7 OBEATLEIR L L TOBEISAKBEHL72HD
= Aifi = EIEBR(ACH-GCP #E#L) 2 fis S 47z, 2 D OIRBRAIAT L CTHEM S 41,
HLA R &BHIER TIX, REF X, MICAEDRIBEIELZ R Vi
WEREFET L2000, HLA & E713—EAHE A O Mk « FEMmtx KT —730
VNI OIT, IRIRHY R RIS MR BEAE 21T 9 2 L BN TERV 16~65 %
DFEFE T, HLA ZJLL ERES O ZBEDAOMmE N —2 3T 258F L L
oo —. BARRMEMOBRIT., REMGRIERITEZ, 6 » AL Lk L
AT b b SR TES R SR o T O EAE . HIE T i BHIE
D% RMEFAEARNREEE WA T HLA — 2 N —, HLA — AR —Zuf
J—. HLA —&J3E#&% K- —& 5\ X HLADRB1 — B A —HIEMmix K —%
BT 5% L L, 2L, HLA —8ufifx N —2 BT 5561%, %Emil
BIEORNEROAEZ bW & b L,

FEFME B X HLA RSB RE5 Tl 60 HLL EAF L. 60 ALL
WIZAFE . 72D grade IIT UL Eo@EBE A xtE % (GVHD) 233 JE L T
RVERIO R L L, BEANRHEEAMOBRERO EEIEE & LiE & FEET
bHMN, 2 GVHD OX#EAL L VL < L, BiE% 60 HLLEAFFL, 60 H
UURNIZAFE . 70 grade IT LA E O S HE A %8 F9% (GVHD) 233 E L TW
RVERI DR L LT,

TLVLAYX<T7OFE8EIX1H 0.20mg/kg © 6 AREEGZMABHAEG 1 =
F—MELT3HToOam— MEIZLEY, 0.16 mg/kg, 0.20 mgkg, 5
VWM T 0.25 mglkg &5 L. F D% D CRM(Continual Reassessment Method)
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OREHEZEZRE LT, WTIUIZIHBRIZB W THE 1 24— ~(0.20 mg/kg) D
3B, 2 axm— D 3#1(0.16 mg/kg) T XTI FEAE L 72 L7=D T, 0.16
mg/kg ZPAthE L LT CRM IZES < HEBRFEI BTz, EERICIZUZD
T T ORI T 0.16 mg/kg(H 7 0.96 mg/kg)"(“@&@?ﬁi‘ﬁi’)i’bto

HARNIZE T 2EYEEBIZRCK NS OME L IFIFFRZETH - 7=, HLA i
A BRI 11 IER SN AE DR S, 2% GVHD 127 L — R 1
ET U= FRIIR 26T OThoTe, 1HFELEFRILTI% T, BHEBMEEELTIX 11
JEGIH 1Ol S, BAERRERM TS 12 Bl A% 085 54,
2P GVHD 127 L —RIDN 2B DA, 1 HEAEFERIT80%%E EH - Tz,

TOEIICT LAY R T E WD REBEIX ”“érie%ﬁjﬂiaf%é &
NS ILFETRBRICB W TR SN, A%, A7, @ GVHD ORIEIC
BILTHONULORESNTZHRINEELZR- Loz, 5%, EIRERLAEFGE
DITONDTETH D,
T LAY X7 DG E  AF 0.96~1.2mg/kg

% ICH-GCP ML D EFIRFAERIZHOWTIX, £DOFRLEMT DL &,

(2) Peer-reviewed journal D#aGn, A ¥ « 7 U v REORERW

1) Gribben JG, Hallek M. Rediscovering alemtuzumab: current and
emerging therapeutic roles. Br J Haematol 2009;144:818-831 (Ciik 2 6)
MU VB LRI D VR Ol & e MR A AL & T ofE I
WTHaE I TWD, GVHD Z 58 72l 2 08, A }\ AHwa g A)AR
EORRGEDX RN EHE Th D, BE, HARATBHAILEIZCEITS27 LAY X
~ 7 HFMT 5 2 S OEKEBR S ETH TH B (FTb @Eﬁﬂﬁﬂi%/”“%ﬁ%&uﬁ‘)
2) Kanda J, Lopez RD, Rizzieri DA. Alemtuzumab for the prevention and
treatment of graft-versus-host disease. Int J Hematol 2011;93:586—593 (3¢
k2 7)

A3 100mg DT LAY X~ 7L HLA RSB 25 @Lﬁui’%%mﬂﬁ%ﬁ 2
GVHD % 58 )\l 2 23, S B8 O MBI K 2 EYYE L /5 O I EE
DETHY, ZOREHEIISHZOMENMLETH D,

3) Gandhi S, Kulasekaraj AG, Mufti GJ, Marsh JCW. Allogeneic stem cell
transplantation using alemtuzumab-containing regimens in severe aplastic
anemia. Int J Hematol 2013;97:573—-580 (SCiik 2 8)

7 LAY X~ 7L GVHD 2@ Al 5 R 2R D, ATG (IZHi> Tb
LMETIHI 7R FERNTH %,

4) Choi SW and Reddy P. Current and emerging strategies for the
prevention of graft-versus-host disease. Nat Rev Clin Omncol
2014;11:536-547 (CHk2 9)

TUVAY A 7E I =BHEICBWTIRAS HEH I TWD 0, IEEAEIA T

BB CRE S A7 2 & iE 2, HLA Rl ABAEIC BV CH HLA A B &
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F4% o GVHD RIER, EFEENELNTEBY, GVHD VU 27 7" E v HLA
REEBEIIBITAT LAY R~ O AENR TR I TWVD,

(3) FREF~OFEMERRIEE L TORERN

<WHMNZ BT D BRI EE>
1) Thomas’ Hematopoietic Stem Cell Transplantation 4tk Edition

Pharmacologic prevention of acute graft-versus-host disease. (P.1269)
(CCik 3 0)

LB ORMLEILT VLAY AT BMAAND Z EIXLE LIZESE, KK
[ROFM, EKAEE D GVHD (225722035, LR ->T, —HOI7V—7137 1
LY X< T H BRERTALE ORI AIA AL T DD, BYRERLHEOBRED &
L2 8B BIESNTHEH S TWVD LW 5 RBLTIEAR W,

<BARIZBITLHFEE>
1) TEEBM #fi#MaBl~==7 /1] (AXREZME) (P.13-14) (L#k3 1)

Campath-1H(7 L &Y X< 7)i% CD52 HiFIZx 35 MbE/ 7 —F L
ik Cch b, CDS2ITFICKMMO T A, Biila, ek, ~v/mn 77y —TIC
HRELTWD 21~28 kD oV U NERfilaR@HE 4 > X7 ETH Y |
Campath-1H 358 /)72 UV > RERASVEIEH 2679 5, Campath-1H % & i 5454
ot OBMATLE & FHT 2L, FTHRA MDY UREKZIGIT5 2 LTk
o> THE# %2 FE5 L. Campath-1H (i F BRI N B W72 D I B % A 2hif
BEDHEIN, RT—0U U REkE2M#H+5Z &1L >T GVHD % 77
%, HLA#MAFMBHZ £ L Lz 44 EFIZHT D INANT T e E ANV T 7
7 & Campath-1H Z0FH L7-AiLE 2 W28 Tk, 77— F 111 Uk
DM GVHD (35l S iz, RERIC 47 BloIEffxE R T HIE T
Campath-1H Z0fH L 7=BME 7o, 7V — 8 III L Eo&tE GVHD 1% 3
JEGI D & & Campath-1H N /172 GVHD TR THD Z LR RI T,
Campath-1H |ZAN T T MR EN R L RT 720, GVL R OETRERES
N5, HLA REA B OSA 1L, GVHD ORGEMEE & & 612 GVL 9 EZ o
HOHEVIRIBICH 572, HLA REABHEIZIH VT Campath-1H O A2
&£ > T GVHD O #E 4 HLA @& BMEEICHHE T2 0 ThHiiX, GVL %
(T HLA BEBME L FFICHFEFTE 8520605,

WRIRPE CTIX R 17 48 7 A B C 22 SEHIC Campath-1H % v /= HLA
PR LI B A AR E MR OBRREBR N ITh T\ b, B O b 18
TSN T, ZL— K ITLL B, I PL Eo&PE GVHD 2380 7-DiXFnZE 1 4
£, 14 DHE, Campath-1H 12 X » T GVHD O RJE % HLA A MfxE Mg
L REORBEICIHI TE D Z ERRINT, 55 AT ORBRE TIEEm I A7 IE
BlORHERGE L TWVWEIEREBET D & RBUREENGEOLNTND N, Gl
JETCORBIIRE TH D, mlnE CTOBMKK O 72 R K X% 5 O F3E
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ThHO ., EENSHEICHEIE L TWD XD RIRELT, o+ 45 70 5l O B A i AL
BEEITO) ZENTERVERE T, BIgE#fFcER2nWEBZ 2 o5, BITE,
Campath-1H ® HARENTORBEZGE L7720, EEEBRERAITTHOhTWD
2) IE&EmMBHMEBHEZREERE~=27 V] (ELE) (P.28-29, P64-66) (i
Mk 3 2)

(C) 7y X~7 % M- HLA —$HU5R LL AR A i & gkl

TLAY X7, THE, B, HEk, v/ mn 77 —JIICHBELTWD
CD52 43 FICktd 5t MbE/ 7 a—F bk Th b, BHEY W[ IMmiE 7
E O IMEREE OREOM, SREMLEORERE L THEEIRLTWS
2. ATG & FIAEICIENTO T HIMREIC LD GVHD O PRI E L THEIFS
LTV 5BH,

HRERFZTIThbT LAY A~7 % iz HLA R A B o KR ©

%, 12 FEFI e RE 50 ) O &pIc R —filaoEENRx b, ZL—RK
III PLED GVHD #O7-01F 1 A7 T, TVAY XTI LD 7
GVHD Ml R Sz, Ll Btk 2 »r Aflicblz>CTHEED Y >
RERIBD (RFIC T MRS BAE L, Bt 3 » A Tk 9 °°< HLA #&IEMm&EE
MBE L RSO Y O REREICEE L, Ty rZreniilosTay br—b
IZFAEETH ST b DDY A M AT T )V ARG EHEIZHD b, £,
GVHD DO & - T HLA RSB hEReA O )17 GVL Z2h =235 L T
HAREMELHY, TVAY A7 IZ X VIERHETERGT5Z EAEYTEE W
MmEBLEINT,

ZTOBICAARENTT LAY A~ 7 OBMEBTLER S L ToHLAKRE S
HIeOOEMEERBENER SN, 7LV ALY X< 0.2mg/kg/day @ 6 HH
DOFH- 5 0.16 mg/kg/day @ 6 HRE O G2 E I, 2010 4F 6 H ITB &M
BT Lz, 1LEFSFNCESE RS, 2% GVHD 37— FR1 &7 1L —
RIIA 26T >Tholz, 1HEAEFET 73% T, BMEIES 1T 11 ERFH 1
B OHRZMH SN, BEBRBMAFETH D 2 NSk LFERIEBRICB W T ik
BENT, A&, A, 71— R L EOZAME GVHD OFREIZE L THRE S
NI LT Lo, 4%, EERGABHFB I ITONLDTETH D,
7 L— R EOZME GVHD N2 B O o ho7cZ &b  BIEIZT v
LY A< T OS5 8% 0.25 mg/kg/day @ 2 HE(Day -4 £-3)IC S HICHEL
ERRRBR AT T D

Duke K% ® Rizzieri 57 LAY X~ 7% W7 BEiIEm R HLA
WEBMEEZIT> T\ D, 20 GVHD ORJEME X7 L— FIT UL LR 16%, 7
L — R III L 725 8% & RF AR GaPHPNICHNS S iz, Bk 2 ATG & W72 B hi
FELETHE, TLAY XTI BMRLIET 5720, Biitko EB ¥
ANVAIL KDY N HEFEMEIR B O RAE D 720,

T LAY X~ T M HLA ZHR L EASE & A I3 08 5 OBHE 1A
TVAY AT 2 MA DT TEETEAMEINBEITHDL, 2014 F 4
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Hﬁﬁfi?VA/xv7i$%M%T%5tb Mia% D fm P L B2 CTHRR %
Bl ECOKEORMERMLE e 7T A2 LTEALRTNIER S 200N D
NOERNELENMATREE ORITEZIT> TWD), F 7o, 1T S M #8IE 51 %

THBMCTOEBEKEGEIZZFZFHL IR > TRy, BRRICBW TRk 172

GVL 2h R 2 #FF 9 2 M 1L Tl <. ZanoffifElc HLA Z“HuJR L B R

A ifEFEMRBHEZRTLIBEFELE WHMESTTHA I,

3. EARBMER ML R D B A AL

RE. PAE/ 07 Y VIBREETLE L L CORERAR SN TN DHE—0
ATG BHITH D03 I LEICREEH I TV D 2.5 mglkg/day @ 4 HH D5
. B> F7 U v 5 mglkg/day @ 5 HRIE G & dg LT, &R 260 ik
REEAE L, kR~ R EZ S 0F L7-, HLA @& oimE . MBS B
TlX 1.25 mg/kg/day @ 2 HEHEGNEY THA 9, ENRARTIEIH 201 H
AREEEMORILE CIZT LAY X708 AERBAGE SN TWA, ATG &
g L CTEB VA NVARICK D2BHE%E ) R B OB ENMES . 7y N
DENRNTZOLE Lic GVHD Ml RS HRFT& 5, wETIThivic ATG
ET LAY R T O% GG CNE RA % ETe) Tk, HLA @4 [F i
MBE CTIEEN WL OO, FFEMBEEMBIETIZT LAY AT RGHOALF
KRB TEY, B GVHD OMEL T LAY XA~ T HTARICE -T2,
FlNRTEHT VLAY R T 2T A LICL > TTBI Z8EL THAS
AEITALT, ENTERHAGFERI RSN TVDS

(4) iéﬁ\ &i;fﬂﬁk:ﬁ’@n/gﬁ/r K7 A4 ~D nﬂiﬂk{ﬁ

VA7 07 ) o7 LAY X 7 dAFEELS BB EZIT ) T XTO
JEFNZ B L 72 2 DI Tlde <. BAENREE MK T 28 HLA ~E S
B X 512, @ER GVHD Mfil 23k b D RBICRE D, Lizno
T, A RIA LV TORBIFRESN TS, LFIZIZ2. THRAMLETA R
FTA LN DE D E T,

<WHMZBTDHA RTAFE>

1) European Group for Blood and Marrow Transplantation (EBMT) &
European LeukemiaNet (ELN)D#E3E (srik 3 3)

Ruutu T, Gratwohl A, de Witte T, et al. Prophylaxis and treatment of
GVHD: EBMT-ELN working group recommendations for a standardized
practice. Bone Marrow Transplantation 2014;49:168-173.

FEMBZEF MBI NTATG ZMx 5 Z LITEMTHEIND, ATG X
R E L5252 L7:< GVHD #H/) L QOL k#7355, ATG OfX
DO —HORHRIZT VLAY AT 2 AL TWDLR, ZOREELKRE DX
AIVTIIHRIZE > THERR D,
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<HRIZBFLTA RTAFHE>
1) AAELMEBEES GVHD 714 F5 4 ([P16) (k3 4)
2.4 CAMPATH-1H (frBR@E)&SH:)

ok TR FE M E MBS HLA R & Bl CBmMaiEI Iz gfFH STy
5o N TITEREIZH 22 59 10~20mg/day & 5 HE#& 54570 ha—L
%\, GVHD ORIEITH BEIZHA T 528, SERITE OB K 2 BYE S H
FEOWEIMIERNMLETH S, ENTIE HLA "L EREABHEIZ T 5
REBRIZFB W T 0.2mglkg/day @ 6 HRE] (day-8~-3) D5 T+5r72 GVHD
TEIWRDBBD b=, BE, AEZFKET HEMIEZREBRNITOLTWY
5o Flo, BAERNRMEE M 25 BRI O AT B o Ei 8RR 1T
PNTWVWD, oL, WINHBRERTIIBEARRBRE L TERTETTHS,
2) AAEMMBBEES HLARAE A MEGERBES A K74 (P13) (i
35)
4.6 alemtuzumab % H\ 72 HLA i & B 4E
fE S, HLABES ., 1 PR AEAO M KT —20Aon63, BN 2 T
H HLA #@AE R T =2 o060, HL50WERIREBET S BN 7 0
LOBMMNAMICEDLRWEHE SN BE LRGSR L LT, alemtuzumab % H
VW72 HLA & BAE O IR 21T > 72, Cyclophosphamide & TBI 2/l 2
T alemtuzumab ZBFEEREH 7=V 0.2 mg/kg/day % 6 HEOEH L 72 BiLE 2
Mnb i, 556 mlh EomimHE R E 2 BT 5E8F 2BV TR,
fludarabine & busulfan % #.0> & L 72 BiALE 2[R H & O alemtuzumab % 1 2
2o 18JEG] (FFEthnrh Jefi 54 nk, HEPH 27~60 5%, 2 PURAEA S 74, 3 i
REEN 11 4) O2FIC R —MIaoEFEN 2 Hiv, i HEREIE £ <o B/
OHRAE 18 HTH -7z, III ELLED GVHD #@B®O7-0iX 1 47210 &
alemtuzumab (2 K 558 /772 GVHD iz R B S iz, Lo, BiZ 2
y ARIZ DT> TEED D RERBD BEAE L % 3 » H Tk H5<°< HLA
HEEMEEMBMEE RED Y o EREIZEE Lz, £/, FF—T /Mo
LD EEZONDY A P AT Y 4 L ZAKEENGHEEICRD bV,
Ganciclovir IC X > Tary b — VXA TH-72b DD, GVHD DA IZ &
> T HLA R &M O )7 GVT i385 L WD DL H 5,
HLA NEGBEOXMREF OL ITEITHENREREEF THY . HHRE
@ GVHD ORIEITHFRINDH T &b, alemtuzumab (L W IKHAETHEGT
HT RO RO LivZew, BIfE, HARENCTEMATLERKE L TOHS
RBAEGD DI EMFEZIRBRPITOIL TS, 2004 FF0D 12 A IZHEF| 58k %
BA4A L. alemtuzumab 0.2mg/kg/day @ 6 H B D& 5- %417 - 7= 3 JEH] /3 plTh 5
e &3 7- L. alemtuzumab O 5 &% 0.16mg/kg/day @ 6 H D5 128 &
SN, ZOHEGEEIZEBNTS 3 HIBKNEEICAH L2, BifElX CRM

GEFHIEMEE) 12X - T alemtuzumab OE#EE S EORB 217> T\ 5,
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(5) BEHNEIZHR DA CTORKRFERHE X ORRMEHFERE (5L (1) L
) 1T HoONWT

1) BERET VAV A7 2 AVWEETHELSBEECNT 5 HLA *—%H
e 15 I, B R R AR D 8 2h i D B

B RS R A E O AT DICT LAY X2 7 A& U, T8 i 5
FESSIC %35 HLA A — [ Fl i i o M fa Al O B 2h ik & F it 3 5 B sk B
i R 5 B (UMIN000007913)

2015 4 3 H £ CICAESEFIE Th - 72 14 ADOEFEITHT 5 HLA A — B
Ma1T 72, 2 HOBIEN 4 NEENTWIEN, 1T E A E D IEE AR IE 5]
TholM, BYYEIZ LD R T 1 ANZRE 21845 L, EEAM GVHD
DODHBIIRD N hoTe, A FAFT R T AV AEGES OFEICELE Z Ak L
1 ANERE, 2 b — ARG RIRNEZBDLOHTH-oT, FEHE
FEEIEH TH oo, B 60 HORES TR —MENERFL, 3 EUEOR
P GVHD O FEIE 28 N ELFIZ WD T E IR O B IR 1o < 7 o 72 F6 5 i 1 JE 1)
1 ANEZMAT 2 NERRE, ERR SN,

(6) Eito (1) 26 (5) ZEEALBEADZYEPEIZHONT

< BEEREE - DRI ONT >

1) [FRERNEOY A7 a7 ) OMISED—>Th 5 [ i @i o
AR CRFEORRICBWTHERA SN Z EnNBEIND =, [
FBAEORTER ] L L TCOREE - 12N ZYTH 5,
<BELEHE - HEIZOWT>

1) AN DERRRICB T D2HEREITIIANT YN H D0, [EHHNOERIEE
BRICEBWT 1 H1 BHAE 1kg 72D 7 LAY X7 0.16mg & BAHATLE &
LT 6 HMIZhl o TRRICAREIET 2 FIEOADM, BN RrInTwn
LZDT, ZORE-- HERZN¥THDL EEZOND, BN TITESGEZKET
FIELZRWEALH D, ENBRICBEWTIZAEARANDKRK 2 EZE L THRED
T OHERENTLONTZGENATHL/NETITERESH Y O EFEN — KD
TH D) EBRICITENOY A7 07 U O kI E RIS, BEERSCH
FHL NF—Ld HLA BAERZICL > THERENM TN ARETHDH, H
WERIIBUOBHEAILELE L ToOY A7 a7 ) roRGHED BARLE
HCEHELL B WATEICHEEI N TV DOIEEEIIRABEY THD Z ENA
<IN TVWDLURMICERY OB G %2175 & EE R GEMENREOEIE %
P&, BPEIER EOFERERNLHKT D), LB -> T, BARENOEKRERO
FEREBEHTHIRETH D,

< BEGIRHWINIE S I Iz oW T >

1) 872 HIC AL 5 BYE O EO RN H A 720, EITHAER
EME A 2 d 3 2 [A) 3 i B J A A HLA A A 2 £F 5 (6 Fl s i & 4 fa &
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MR REFH L L THESND,

4. FEhi T _XEAROME & £ D HIER

1) Bt EASBERFEFRBFEBMIC Lo CERMIN -2 EREREMEE
EBR(ICH-GCP #EH)NRZTLTEY, AIRBROEREH VW CHENTRELS
2bhb, BBROBERBIIULTORIXEIR)ICARINLTNS,

1) Kanda Y, Oshima K, Kako S, et al. In vivo T-cell depletion with
alemtuzumab in allogeneic hematopoietic stem cell transplantation:
Combined results of two studies on aplastic anemia and HLA-mismatched
haploidentical transplantation. Am J Hematol. 2013;88(4):294-300 (3CHik 2
5)

AEMEFEBRIIUTOEATBHERENREMBIGOETEL L TiThhi,
1) SRl 16~17 45 BE B A 57 8 Bl 200 78 2 4l B & EEVE 14 9 FB e IR WF 78 3526 T SLE
72 CHEEME B QR R BIC KT 5 B S, [ R R A D 2 e &k OV R
PEORFHIBE T 5478 ((RE : BROE—)

2) ¥Rk 16~18 FEEA @R P SRR M e N A - HAERERKS

FE T VLAY X~T7 %AW HLA U EAR—Emfx K — W%@H@L
i F MR RS R IR O BRI IS B3 A% ) (IR« o [ 14f)

3) PRk 19~21 4R A G750 2 4 Bh 4 B AR R R S IF U FE CERR 20
X0 BA BRI EI R SR T LV X — R AR T IR )
(7 VA X~ T % e HLA AN — B [w]Ff i i s A0 fu B Rl e 15 o [= Bl 32 80E
Bk 5 2 OV I i Al B BB A RIS L 36 1 & [ Al R BRI O 7= D98 ) (R
e FH i)

4) Rk 20~22 A BLJE A ST B BL 28 A Bl 4 R i 52 LR B iFgE S
[ 2 it % L [R] 1% Al 32 SR BRI iéﬁﬁ[%mwﬁ%uﬁﬁéhﬁMIE?y
AR & Fr i O BT ((RE - ROE—)

5. fii%

<HH A KA R OV RS OE >

6. 5%

1) PRk 25 R REFRAERSE BARGLMREEHET —% &2 % —/HARE
i AR fR R
2) Yanez L, Bermudez A, Insunza A, et al. Unexpected outbreak of

~

Epstein-Barr virus post-transplantation lymphoproliferative disorder

after hematopoietic stem cell transplantation conditioning with
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thymoglobulin. Biol Blood Marrow Transplant 2014;20(9):1457-1458

3) Cohen J, Gandhi M, Naik P, et al. Increased incidence of EBV-related
disease following paediatric stem cell transplantation with
reduced-intensity conditioning. Br J Haematol. 2005;129(2):229-239

4) Landgren O, Gilbert ES, Rizzo JD, et al. Risk factors for
lymphoproliferative disorders after allogeneic hematopoietic cell
transplantation. Blood 2009;113(20):4992-5001

5) Soiffer RJ, Lerademacher J, Ho V, et al. Impact of immune modulation
with anti-T-cell antibodies on the outcome of reduced-intensity
allogeneic hematopoietic stem cell transplantation for hematologic
malignancies. Blood. 2011;117(25):6963-6970.

6) Marsh JC, Pearce RM, Koh MB, et al. Retrospective study of
alemtuzumab vs ATG-based conditioning without irradiation for
unrelated and matched sibling donor transplants in acquired severe
aplastic anemia: a study from the British Society for Blood and Marrow
Transplantation. Bone Marrow Transplant. 2014;49(1):42-48.

7) UnitedHealthcare Drug Policy

8) Marsh JC, Ball SE, Cavenagh J, et al. Guidelines for the diagnosis and
management of aplastic anaemia. Br J Haematol 2009;147:43-70

9) Gupta V, Ball S, Yi Q, et al. Favorable effect on acute and chronic
graft-versus-host disease with cyclophosphamide and in vivo anti-CD52
monoclonal antibodies for marrow transplantation from HLA-identical
sibling donors for acquired aplastic anemia. Biology of Blood and
Marrow Transplantation 2004;7: 867—-876

10) UnitedHealthcare Oxford Drug Policy

11) Chakraverty, R. et al. Impact of in vivo alemtuzumab dose before
reduced intensity conditioning and HLA-identical sibling stem cell
transplantation: pharmacokinetics, GVHD, and iImmune
reconstitution. Blood 2010;116,3080-3088.

12) Kottaridis PD, Milligan DW, Chopra R, et al. In vivo CAMPATH-1H
prevents graft-versus-host disease following nonmyeloablative stem
cell transplantation. Blood 2000;96:2419-2425.

13) Mead, AJ, et al. HLA-mismatched unrelated donors are a viable
alternate graft source for allogeneic transplantation following
alemtuzumab-based reduced-intensity conditioning. Blood
2010;115,5147-5153.

14) Hsieh MM, Kang EM, Fitzhugh CD, et al. Allogeneic hematopoietic
stem-cell transplantation for sickle cell disease. N Engl J Med
2009;361(24):2309-2317.
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15) Rizzieri DA, Koh LP, Long GD, et al. Partially matched,
nonmyeloablative allogeneic transplantation: clinical outcomes and
immune reconstitution. J Clin Oncol. 2007;25(6):690-697.

16) Tauro S, Craddock C, Peggs K, et al. Allogeneic stem-cell
transplantation using a reduced-intensity conditioning regimen has the
capacity to produce durable remissions and long-term disease-free
survival in patients with high-risk acute myeloid leukemia and
myelodysplasia. J Clin Oncol. 2005;23(36):9387-9393.

17) Patel B, Kirkland KE, Szydlo R, et al. Favorable outcomes with
alemtuzumab-conditioned unrelated donor stem cell transplantation in
adults with high-risk Philadelphia chromosome-negative acute
lymphoblastic leukemia in first complete remission. Haematologica.
2009;94(10):1399-1406.

18) Peggs KS, Hunter A, Chopra R, et al. Clinical evidence of a
graft-versus-Hodgkin's-lymphoma  effect after reduced-intensity
allogeneic transplantation. Lancet. 2005;365(9475):1934-1941.

19) Thomson KJ, Morris EC, Milligan D, et al. T-cell-depleted
reduced-intensity transplantation followed by donor leukocyte
infusions to promote graft-versus-lymphoma activity results in
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