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The off-label use fact-finding of cyclophosphamide and methylprednisolone sodium

succinate for primary nephrotic syndrome in children

The Pharmaceutical Affairs Board, The Japanese Society for Pediatric Nephrology
Nahoko Yata, Masataka Honda, Kazumoto lijima, Yoshiyuki Otomo, Masami Tsuchiya,
and Hiroshi Ito

The off-label use fact-finding of cyclophosphamide methylprednisolone sodium
succinate for primary nephrotic syndrome in children was performed.
Cyclophosphamide was off-label-used for 165 (7.4%) of 2234 children with primary
nephrotic syndrome. Methylprednisolone sodium succinate was off-label-used for 278
(12.4%) of 2234 children with primary nephrotic syndrome. Cyclophosphamide was
off-label-used for 148 (16.4%) of 905 children with frequent relapsing primary nephrotic
syndrome. Methylprednisolone sodium succinate was off-label-used for 154 (59.2%) of
260 children with steroid-resistant primary nephrotic syndrome. The off-label use of
cyclophosphamide methylprédnisolone sodium succinate for primary nephrotic
syndrome in chi}dren was frequent in the hospitals spetialized pediatric nephrology.
The Japanese Society for Pediatric Nephrology will demand the application based on

“The management of off-label-used drug”.

key words:

off-label use, fact-finding, nephrotic syndrome, cyclophosphamide, methylprednisolone
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EFUAE LT, &b UL OEWH D EEZ HIv, Frox M CTHETED ITIREE % BiE
Pl LTh, BRam0NEBoNsZ Lixdb 2k, Tofm BEER2) ok
D&, HREMEIE W RTCIEBER D L<MHEHIN TS ISKC X (IE#E, 258k
1) LHELT, A7 a4 FORMBSEIEN TS, LHLERL, BRSOTAED
BREEADIC, ZOMmEZTOEEREE LTRAT A Z L1, ST ANRBTZ, F0
HEAO—2L, 377/ b Ea—D/RICHIER_ONTHD X )iz, ZThE CORENEE
X, AEFROELREICHTTA21201T YA L EnTRLT, SO LRIBEHED
BB EREE NI 05 TH D,

SRIFEH LT o r— Mok b &, FRER 7 0 —BEGEREYEO AT oA FIEERIC
A LTIE, 4040 (68.8%) 25 T(A) ISKDC #1420, F7zix T(B) FAMIZ ISKDC #15
FRICHET 582D OEMiEMZ TOD, 1272 LIEEERNIZ 3 2B R 2 BIRLTEDY .,
ISKDC {ZHE UK L CE—E o2 v b AREB LR TWHEEZ NS, L L
BRBB, 10 3hAU EORMBIZOEZ iR L COL FEEZHWD ] B0 0 4 8% 5
DHFRIIEBHECE R, PHIRGRIIHALT, 2B 2 mg/ke (60 mg/m?) 2R T
BYYIROYPHEERITRECTE S, Flo, TOHMBIZITLEN 4 HEE2ERL TRV
WETED, IKlZL, 2770 L Ea—RIORENIPMKEREOHM (FaYizk
T 6 W) IZhATHZET VROV THET A HETIH D8, Kt 7 o —BE
{ERED 30%FRIFRE LR VDT, RCOEHNRNERHO AT 04 FREHRE 21T
TEDTAY Yy NEBETDLE, 4 BEOZYMIIERIND LBbND, FOBOEK
BICHA LT, 80 mg/RICT 5060 mg/ BIZT A0 ERET HTET v ACEET HME
THo5, BOEFELRND,

o THR R OBRREEE LTk, FRtEr 7 o —BEFERRIFER L LTiX, 7L
F=Ywl 2 mg/kg/R 433 WHES 4 H (K80 mg) SEEMICHRET S, PIHIK
BEGHZOBWEIZHPALTE, PV F=y 1 1.3 ng/kg & WO BREBEIBAES LS
BEIE @A LT, B0 v P AR/ LT B, TEGWIRIZA A LT
—IEDAE Y ARFELNTE LT, HIFUICBOTRETHREORBIZD LS5 %
B2V, SHOBRIZB VO TEHENRSVERITIG DRV, HEFIEAS R 2 B4
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BESTDHEN) BRUEBWTANTH S, 5%O=ET VAOAIMERRT 2 &, 1hFE
EOH—IIEERDO—2Thd, DI, AT A FORKET HIHEEBATS L
DREEBR T D20, BHIOWRIEICIORT 5 Z L IIRETHDH, ERFFLEARDIC
AT aA RFEVEAILZMTH D0, BOREOEFERS LADLYEHEA., X704 FiZ
DMETFT D RARMT RN EBEDILD, 727 L, BRI TERN OEELFR T
DRPUF TELFEANFELRVBERIIGDRVDOT, FROHDLIATHD, #HiC

VEAT aA FREAKRGIZEL Y EEARRIEFMICBNT, A7 aA FETTREDE LN
IMPERTZET VR bR0, HLENCAT A FORERYIKRIZMETH L, »
BORMBREGIZEVBERZMGEI L, 2 0BERBRAEERLREELRZVOTHIE, 4TL
b AT A FORKETDHZ EBBEE LV, TO X5 RFEN., EESEOT
Vi — MNCHLMC RS L DI, 7 0 —PEREROBRFEICBIT 22 EE0OER L E 2
bivd,

IT. KRR T o —PIERBEEHEREARAT 4 FIaK

T — MEFRIC L D & FREFFIZ ISKDC ICHE U IR ZBIR L TV A D1 4. 1% X
T, BREOAT oS FEEHRICELTRILICEHETH S, BIATOZET VA %E
BT oL, ARTPHICEENAT oA FEENRBEN TS EWI MRS, BRTHE
Bl THHN o EMBEEOEEENTREIND D, P EIIIEHEBIFRAER TH D, ISKDC
WHELZBRICEDER I & LTHRE2BIEIZZ2ZV S LW s b bT,
EWEREPRERSEINDE LI D, BEOLZA, BREAT oA FOATHIEL &
SETHDN, FE LEEPIEBOMBETIIRS T, BEETPH LI L LTERHXT
nA FEEZTV, TO/BEEEEANMBEIC R 2B LETINOMETHS, £
DRZNPALT, BRHRAT oA FREODFEFRPEREDOL 3R LDPDZ LT AD
HERENVETH D,

A CIER T [ wTM%QGiofiE%MﬁX?D4Pﬁﬁﬁ@b%hé#%bh
20 LvL, SERIESE L ZWT A 72000 ISKDC IZHEURRERE L T\ 5b, Lzd-
T\ﬁ%ﬁ_kmfhifimmc_ﬁbkﬁ%%ﬁw\ﬁ@ﬁ%m#ﬁ@ﬁ%m%ﬁ
L7zt MBI L) R A T A FRETEERTLIHELZ 2 LD, L, BE,
HERIFFEEACTIEY 7 n AR Y CEORBFEMRFBFER SN Z &ML, EmDdD L
ZATHD,

FEHIEREIL, BEEE L 0 BREEN DRV DIZ, AT aA FREENRDRL R
HTELHN DD, FRIZIEEERTBA FOARZEF L UToEBBEDEIckhd Il L
ML, Lo T, ILFIFATeA, FEEEBZBAOSEHZLEZEMNIIY 7 a AR
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LOGEMER EZFEHTORAREML TS, LnL, 7 aXRY A0EEEEs v
IRELEENRD Y, BAERMPIEIT T 2WVEMIZBOLTHRRIER Xy, X6iZ,
HEOHEBEO/NBMERH R BIGREFEORB LEDOERELES S5 &, BEFKEKED
RFREMHEORIE L H Y | EFND & - CXEMIMNEEZ RIREG S5 % 2720,
UEDE SRR EZBERL, SRIOBZEREEE LTk, (A) ISKDC OFIERFOIEREE &
(B) TISKDC (ZHEU7-1AHET 3 22 H E COIRMRMIM ) 28R L7220 Thie b RIZHEE D &
Mo e BT RN SR OEEES & UGRIRT 5, UL, RIS b RREEECL
7

BEEH
1) ISKDCIZ LD AT A NEEFE (BEREE)
<HPHEIE >

(1) 7V N=Y2 60 mg/m®/H (72 mg/kg/B) 433 WAL 4 8H (HKK 80 mg)

(2) TV F=Y"1 40 mg/m’/IA] (83 1. 3 mg/kg/I]) 43 1 R H#RG-H DL 3 % 4 1k 4 H[H]
< FFEIG >

(1) 7V F=Y>260 mg/m’/B (2 mg/kg/B) />3 HAKE REAHAHEZE%Z 3 HE
T (FK 80 mg)

(2) 7V F=Y"1 40 mg/m?/[E] (F9 1.3 mg/kg/IA]) 43 1 MREHBEDH D L3 44k 41
Al

2) a7 L Ea—0fH09)

<THEDEREIZ DV T>

@/ JRAT 1A FEZMR T v —VIEERBEOMIRBIGIRICNA LT, 3 BPAULEDOT L F=
VoG TIE, 20 A OWEK (R LU C, VBRE TR 12~24 A TOHERN
DI, EBIZ, I\ T PAETHBRPRWVIEEBERLE L, REEBICZSID 60%0 HH
DFREVER H OEIZBW T, LV F=Y V4 ER 5% 6 AR OB R G 421TO &
B % 33RO T Z N TE D,

@7 F=Y VHEARGIZBWT, 2ERETHL—FERETHHRIIF L TH D,

®FEA KRG, 3TARL Y LREMHEFFOT=DIC, TR TH D,

@ X7 oA FREMEL T 0 —BREGERHOBIESCINT, vV F=Y VRAKRSORS
fk#geik, ISKDC D HFEEFOIEAETL L M TH 5,

< ABDOIERIFTU A L T>

@5 HIRA 7 2 H E TIIRWIZERFEK TROBREN DR BROKGIE 2 22H O
HBX VRN L S THD, LrL, LV F=Y 4 llREE% 6 »HORE®RE 1T

— 706 —



INRERMER D O—EERBEMABRAA FSA 1.0 9

IIGFRIEL 2 DHOEHEERZHI L, COLEa—0fRHREHEIDDT-DIZIE, L0 Ey
TS ENRRE S HT DI ICE R T o FR A AR b=V T T
Jbo (RCT) BREBETH D,

@R R 7 o0 —BIEEIEICB T S0l AT a1 NGB, IRETE kol
@ EBEDERDGIZENT, LIXLIET L F=Y U REIBARGSAVWONS, 4%, 7
L R=Y  OBEEN R - B % i35 RCT BB E I 5,

@/ NROAT v A FEZMR 7 v —BEGEHE TR LR UIEER T 5, B
FUREYUEBBTHILICE T, BRETHTH I LN TEDENE ) DHERT 51
WIZ, 5%, RCT BLETH D,

@/ NRDORT A RFESHER 7 o0 —BIEHEEICB O TUIAT o4 FRERICHIBEERS
MHBLNDZERDHY, ZOREBEFERTLHERNO—D0E LR, O L5 /IR
BoTozxroAf FEEOFHIEL, 5% O RCTIZE VL 0EHENRDE D,

@/ NRDOAT 1A FEZMX 7 v —EBEIEICB T 5 BT EOFEMHIRIZ OV TDR
74—k, ARBEINBITUERG R0,

& /NI FHRER X 7 o —PEGERICEIT 5 deflazacort OFEIMEIC SV T, 4%, X
WERHIOLYBERICBITHT L F=y o EDERBNRNETH D,

SCHR
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