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2R PIDE=E &1} L hap o)
HNAHTF o a BE(ueg/week)* | THEIF AR/ week)** kT ORE(LE
9-<12 2000-<2700 25
12-<15 2700-<3500 50
15-<24 3500-<5500 75
24-<35 5500-<8000 100
35-<47 8000-<10000 150
47-<60 10000-<13000 200
60~ 13000~ 250

CEHTORERABTERR, 60 ug/week
CABTOEIMARE L, HERPIES 9000 IU/week, T4 6000 U/ week
HERRFREICEHE TEMADRZATE

Merr & . HEE~EZ mE Y (Hb) % 10 g/dL BA BICHERF T 5
TDICHERE DAL ERGAT, 4 HEOES &2 25%M T
HTENTED,

Hb D EH8 4 BT 1 g/dL 28272846, Hb 8 L& L
12 g/dL IZESWEGAITHEEZ R 25%MET 5, HE%S Hb
AN LA Uit 2861 Hb 23BN & 7225 £ TRIEL, U
RO RELY 25% VR VHBECESEZHET 5, HERE O
X 4EMIC 1B EH T D2 L,

(Frro S5 TH )

fEHEREHR AL LR, e RS NG ERE ¥
—DIRRHFTE R > 7 — D D IElAT 5 TiE,

~HlkkXOSEHENEIR\C M

o M A
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fir =
VNI 5 Y
(ZUTHHELIFF v T 5,)
) 600-700 A
<HEE® HE>

O A7 I B s (2 & B B i oD SiE )

HARDOBRBEIEE AR O, 34 A5 15 o /N8 g5 (Stage3~5) DA
I 2.98/100,000 A& =i, /MNEAOZE 1500 AN ET5 L EBE LZ Staged
350 A, Staged4 120 A, Stage530 N EMEE 45 V , Stage 3 Tl 73%. Stage
4 TIX 87%. Stageb | 93% N BFHE M % L = 9 2729, /T O LR 771112 4 B g/
BEAETESABEIRE 2D HDI1F 400 NFE LRI TE 5,

@ MEmEHT (PD) el

1998 4F D 15 ATl O BHTEE LT 179 B TH - 72 3, BT EF IXIFIE 200 B E
BiMRH D, LIALRLEN R TICBMEICm» D JEGOMMEZEET D &, BiE
DBNBREFIZIFNL D G L TWAH Z ERBEESN D, /N TRE L O FEH
TPD BNEIRENS Z L 905, 200-300 N L HET 5,

@ IMmikZEH (HD) JiE i

1998 4E D 15 AT O BHTERFE L 179 B TH - 7= 3, BT ERF XTI 200 BE
BIMAH 5, LIALLENT AR TICBMEICm N D EF O INEZET D L. BIE
DHEFTBEFIITN IV LEO LTS Z L, MEETEEITEED 15%FRE T
HHZE OB, 50 NEEET D,

1) Ishikura K, et al. Pre-dialysis chronic kidney disease in children: results
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. of a nationwide survey in Japan. Nephrol Dial Transplant 2013;28:2345-55
s 2) Atkinson MA, et al. Risk for anemia in pediatric chronic kidney disease
E patients: a report of NARPTCS. Pediatr Nephrol 2010;25(9);1699-706
JiiE | 3) Hattori S. The 1998 report of the Japanese National Registry data on
1o pediatric end-stage renal disease patients. Pediatr Nephrol.
2002;17(6):456-61

7T | 4) Hirano D, et al. Survival analysis among pediatric patients receiving
b5 kidney replacement therapy: a Japanese nationwide cohort study. Pediatr
4 Nephrol 2022;e-published
%o )
= (Zhae « IR K OHE - HELRE#T D)
AN [%hae - 2]
D B I
ZiN
B [HE - HE]
A (Ut 4% 325 47 R )
& 6.1 ¥nHE

G |\, RACIZoR T R—F NI (B z) & LT, 11 50pg
SIS | A 28I 1 EIFIRNEE S35,
D
#) 162 Y ApRZFr (mRZFY TA7y (BaFfiz), ohzgdr <N

—% Bz z) ) WEI O o8 2 P&
W ACEE R F . X=X (B ff#z) & LT, 1R 100 pg
X1 150 pg & 4 A2 1 BIFIRNE ST 5,

6.3 HekF &
BMEEDENESNLZL, B, RAZIFZZARZF RX—% XA GEs
TR Z) L LT, 1[0 25~250 pg % 4 M 1 HEARNIEE T 5,

B, WTNOHE L AEMERORE, FFEICLIVEENT 228, ka5
wiX, 15250 ng &9 5,

CME R AT R B OVOR A7 S48 5 M A )
6.4 #)lal &
WE . RAICEI R T R—F o (EEF#E#BRZ) L LT, 1E 25 g
Z 22 1A T ULEIRN G35,

65 T 20 R=F L (mRF TA77 (Bafrifiz), oRhRzFr <N
— 4% (B z) %) WAL 02 HE &
WE AT AT RX—% Nd (BEEFHAEZ) & LT, 1\ 100 pg
XX 150 ng # 4 I 1 B T XUTFIRN S5 T 2,
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6.6 HEEFH &
BB ENE SN H, @, RAZITRF > RX—% NI (&
TRz ) LT, 1A 25~250 pg & 4 I 1 [\ F XULFHIRN&ES5-3 5,

BB, WTROLE bAMIERORE, FRFICLVEEHEBT L8, eaiks
=X, 111250 png &9 5%,
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1. JE S FRIR O B
T 7 AEMICERNREEND LEE (BUER) R R)
T A RROEITHRARAR T, BHEAGICE LWEEL KT RE
Vo 2O A ATEICE LW B L KT TRE

(EREDOEAEIZTH Y T D LB 2 TR
/N IRARPE B IR DK 90% 3 e RMEFRB TH 0 | RARR 210 23 9147 T & T 171k
Thod, TOEHBIHETH H/NEOBMEZ M IZI WV TIE, Hb 25 11 g/dL Rim
DEGEITIE, 11 g/dL A L L LT T DY R 7 RLBHTEAE 1 ELINO AR
ER@EL DL O, EEEROAEHPIAEICEHLS 252 L D, BF O QOL 2K
TTHZEINHMEINTND, & HIT 2013 FITHE S 47z EES /R IR ZE T
v kU —27 (International Pediatric Peritoneal Dialysis Network:IPPN) (Z k&
LT TS Hb fE 11 g/dL ARii#E o 47313 Hb i 11 g/dL DL EO BT LA E
WK Tz 9 HREIN TS, ZOLOEIETIIH SN HEEIRICELWE
BERIFTHRELEZ D,

6) Warady BA, et al. Morbidity and mortality in children with anemia at
initiation of dialysis. Pediatr Nephrol 2003; 18: 1055-62.

7) Mitsnefes MM, et al. Progression of left ventricular hypertrophy in children
with early chronic kidney disease: 2—year follow—up study. J Pediatr 2006; 149:
671-5.

8) Gerson A, et al. for the Council on Pediatric Nephrology and Urology of New
York/New Jersey and the Kidney and Urology Foundation of Anemia: Anemia
and health-related quality of life in adolescents with chronic kidney disease.
Am J Kidney Dis 2004; 44: 1017-23.

9) Borzych-Duzalka D, et al. for the International Pediatric Peritoneal
Dialysis Network(IPPN)registry: Management of anemia in children receiving
chronic peritoneal dialysis. J Am Soc Nephrol 2013; 24: 665-76.
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TREZF o _N—=Z XA (RKFE) 1T, PR ES . #ERPOKRS1T 4 812
1 FOMHEETEVY ESA ThHY ., CERA (Continuous Erythropoietin Receptor
Activator) EHIETIN D,

IR OFEHNTBE OK 8 BINNEREHTEE TH 57290, ESA ITFFIRNE L Tide <
ﬁTTQﬁéﬂé TENEL . RTHRGDEOIET _EEB%IEI%M%%‘BH?E) N /A o)
5, F72 ESA OB FIEIFEIm AR | NREHIZE o TRE2Wm & Bl -
TW5, ARIEHNIM D ESA A & g U TG BRI 412 18 &7 <
KPidB KO FENEEZ DR TE, O Hb fERIR BN TV D, ok
ANTOMETIE, AEDOKL TR GREOERIZZ VXK F 777 (DA) LV
HBETHL I ENMBILTWD 01D, ZD 78, ROk Tl G238 518 0
ERVIBEMERIE LR o TS, ARBPNRIZK L THRBRONE R HFFZ L, 22D
Wiz B DRI N D < WERFOERIPRIFTLZ &iE, MRIZE > TR
ERAV Y FEERD,

10) fHiHE M & . Epoetin beta pegol (/& I®) D& FHFEHE ORI

darbepoetin alfa (X A 7 ®) X VX% T& 5. BIO Clinica  2012;27(4):81-89
11) [WHEE S, EIRETEEZHRLE L CERAEALVREZF U T LT 7D
Rz 5 505 D 9& 9w L. Therapeutic Reseasech 2012;33(3):413-9
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4 ] 0 7 2R K | Bke4 (22 | Mircera
AR A A ) fi5¢ : F. Hoffmann -La Roche Inc.
%.) #l1% . Vifor (International) Inc.
12) Mircera®if} 3L #(Hoffmann -La Roche Inc.)
Zhie « 2R Mircera is an erythropoiesis-stimulating agent (ESA)
indicated for the treatment of anemia associated with
chronic kidney disease (CKD) in:
- adult patients on dialysis and adult patients
not on dialysis
* pediatric patients 5 to 17 years of age on
hemodialysis who are converting from another
ESA after their hemoglobin level was stabilized
with an ESA.
127 g (CKD) (24 9 & 1 D IR 5%
- MEENT 25 0 TV D 5~17 E}t@/]\b%%%‘“@
flLo> ESA (XY Hb EANLE L&D
ESA L HI0 E A 556
ik - A& Administer Mircera intravenously once
every 4 weeks to pediatric patients (ages 5
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to 17 years) whose hemoglobin level has
been stabilized by treatment with an ESA.
Administer Mircera as an intravenous
injection at the dose (in micrograms) based
on the total weekly ESA dose at the time of

conversion (see Table 2).

Table 2 Mircera Starting Doses for Pediatric Patients Currently Receiving an ESA
Epoetin alfa Darbepoetin alfa
4 x previous weekly epoetin alfa dose (Units)125 | 4 X previous weekly darbepoetin alfa dose (meg)/0.55
.2, 4 x 1500 Units of epoetin alfa per week/125= | e.g., 4 x 20 meg of darbepoetin alfa per week/0.55 =
48 meg of Mircera once every 4 weeks 145.5 meg of Mircera once every 4 weeks

ESA T Hb R LE L TV A/ EHE (5~17 %)
WX LT, 48 11, #IRMNEE 3 %, Table2
DX HCUExREIO 1EKE O ESA Bikh &k
SWTHAIRNE ST 5,

Gk EMA TOER%E > T, 2023456 A 30 HIZkKE
B2 R 2 i 2 4 LA Ah 0D 38 s 38 A0 HR S £
P Weoe4 (4 MIRCERA
4) B 5¢ : Roche Registration GmbH
#li% . Roche Pharma AG
hEe - R
Ak - HE
e EMA TORRZ b - T, 2023 4 8 J] 23 HIZH[E
B 24 J5 L S B 0 S
At fRe4 (¥ | MIRCERA
4) 5% : Roche Registration GmbH

i
oy

% : Roche Pharma AG

13) MIRCERA %+ 3¢ (Roche Registration
GmbH ) Detailed information on this
medicine is available on the European
Medicines Agency web site:

http://www.ema.europa.eu/.

e -

R

Treatment of symptomatic anaemia
associated with chronic kidney disease (CKD)
in paediatric patients from 3 months to less
than 18 years of age who are converting from
another erythropoiesis stimulating agent

(ESA) after their haemoglobin level was
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stabilised with the previous ESA .

%3 AL 18O /N EE O CKD 2 9 i
fEHER M ORHE (Lo ESA 1LY Hb fENLE L
eBIZUV R D)

ik - &

Paediatric patients whose haemoglobin level
has been stabilised by treatment with an ESA
can be converted to methoxy

polyethylene glycol-epoetin beta
administered once every 4 weeks as an IV or
SC injection, but keeping the same
administration route. The starting dose of
methoxy polyethylene glycol-epoetin beta is
calculated based on the total weekly ESA

dose at the time of conversion.

ESA 1T X 2169 C Hb 3% E L 7o /NREF 1T,
ARIECEFSTLHIENTE, BERBIZZOEE
T, 4 W 1|, #IRN AR TS5, K
O MBHEITX, U0 1 O ESA B
HEIZKESE, TRRORESEBIZRMNT 5,

Table 2. Methoxy polyethylene glycol-epoetin beta starting doses for paediatric patients from 3
months to less than 18 years of age currently receiving an ESA

Previous weekly Previous weekly Every 4-week methoxy
darbepoetin alfa dose epoetin dose (IU/week) polyethylene glycol]
(microgram/week) epoetin beta dose
(microgram)

9-<12 | 2000 - <2700 | 30
12-<15 | 2700 - <3500 | 50
15-<24 3500 - <5500 75

24 - <30 5500 - <6500 100
30-<35 | 6500 - <8000 | 120
35-<47 8000 - <10000 150

47 - <60 10000 - <13000 200

60 - <90 13000 - <20000 250

>90 | >20000 [ 360

If a dose adjustment is required to maintain the
target haemoglobin concentration above 10 g/dl,
the 4 weekly dose may be adjusted by
approximately 25%.

If the rise in haemoglobin is greater than 1 g/dl
(0.62 mmol/l) over 4 weeks or the haemoglobin
level is increasing and approaching 12 g/dl (7.45
mmol/l), the methoxy polyethylene glycol-epoetin
beta dose is to be reduced by approximately 25%.
If the haemoglobin level continues to increase
following dose reduction, therapy is to be
interrupted until the haemoglobin level begins to
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decrease, at which point therapy should be restarted
at a dose approximately 25% below the previously
administered dose.

Dose adjustments should not be made more

often than once every 4 weeks.

HiE Hb iz 10 g/dL UL LIZHERF T 272D ICH &
FHEI A MBS AT, 4 BRI OG5 B E K 25%
o LM TED,

Hb fli> E5H-28 4 < 1 g/dL 28 2 7-%86
Hb i3 E5H L 12 g/dL IZES WA AR o
MEZK 26%ET 5, BE% S Hb s L5 L
fe T 25615 Hb A BT & 72 5 F TIRSE
L., ETOEREGEE LY 25% 0 WHAETHR L 2 F
B9 5, HEFSHOEE T 4 BB 1 EU EH T
HZ &,

1 %

(1A

Moes (4
)

*

MIRCERA
fi7¢ : Roche Registration GmbH
#1%E : Roche Pharma AG

13) MIRCERA #ff ¢ # (Roche Registration
GmbH ) Detailed information on this
medicine is available on the European
Medicines Agency web site:

http://www.ema.europa.eu/.

BIRE « B0 R

Treatment of symptomatic anaemia
associated with chronic kidney disease (CKD)
in paediatric patients from 3 months to less
than 18 years of age who are converting from
another erythropoiesis stimulating agent
(ESA) after their haemoglobin level was
stabilised with the previous ESA .

A% 37 Hinn 18 D /NREFE O CKD IZ £ 9 JiE
g i o RE (fto> ESAIZ XY Hb fENZE L
TRICTY R D)

ik - &

Paediatric patients whose haemoglobin level
has been stabilised by treatment with an ESA

can be converted to methoxy
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polyethylene glycol-epoetin beta
administered once every 4 weeks as an IV or
SC injection, but keeping the same
administration route. The starting dose of
methoxy polyethylene glycol-epoetin beta is
calculated based on the total weekly ESA

dose at the time of conversion.

ESA (T £ 216 C Hb A% E L 7o/ EBFE I,
REICEHET HZENTE, HERKITIZDOEE
T, 4 M 1R FIRNSOIE THE5T 5, K
HOBRMGAET, Y XRTO 1 HEO ESA ##
HEIZKESE, TRORESBICENT S,

Table 2. Methoxy polyethylene glycol-epoetin beta starting doses for paediatric patients from 3
months to less than 18 years of age currently receiving an ESA

Previous weekly Previous weekly Every 4-week methoxy
darbepoetin alfa dose epoetin dose (IU/ week) polyethylene glycol{
(microgram/week) epoetin beta dose
(microgram)

9-<12 | 2000 - <2700 | 30
12-<15 | 2700 - <3500 | 50
15-<24 3500 - <5500 75

24 -<30 5500 - <6500 100
30-<35 | 6500 - <8000 | 120
35-<47 8000 - <10000 150

47 - <60 10000 - <13000 200

60 - <90 13000 - <20000 250

=90 =20000 | 360

If a dose adjustment is required to maintain the
target haemoglobin concentration above 10 g/dl,
the 4 weekly dose may be adjusted by
approximately 25%.

If the rise in haemoglobin is greater than 1 g/dl
(0.62 mmol/I) over 4 weeks or the haemoglobin
level is increasing and approaching 12 g/dl (7.45
mmol/l), the methoxy polyethylene glycol-epoetin
beta dose is to be reduced by approximately 25%.
If the haemoglobin level continues to increase
following dose reduction, therapy is to be
interrupted until the haemoglobin level begins to
decrease, at which point therapy should be restarted
at a dose approximately 25% below the previously
administered dose.

Dose adjustments should not be made more

often than once every 4 weeks.

Hif Hb 5% 10g/dL Ll EIZHERF T 2 72 &

10
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REALE R GAE T, 4 BRORE &5 K 25%H
b LN TED,
Hb fED EF23 4 HE T 1g/dL #8256
Hb 725 E5H L 12g/dLISE S W81 A 3K o H
B 26%ET D, BE% S Hb E2 LA L
28613 Hb [E2 B E N & 72 2 F TIRFEL |
UrioEGE LY 25%V 7 WA & TG % HH
T 5, HEMRESOHE L 4BEIC 1E EHT S
AP
fii &
o fke4 (% | MIRCERA
) Hoffmann-La Roche
14) MIRCERA #5430 # (Hoffmann-La Roche)
Bhee - BhR W S L
ML - & W/ FEie L
fii %
% | k4 (B2 | Mircera
N | 4) 5% : Roche Products Pty Limited
15) Mircera®ifsf} 3C# (Roche Products Pty
Limited) AUSTRALIAN PRODUCT
INFORMATION
BhEE - AR /R SR L
M- & W/ FEEie L
fii &
e
ot TR T CME CE TR
FIBE IR DL | (BROK S 6 v [H CTOREARER B NEA )
(BRKSE 6 2> ROk A E T OREERMEHNE (EENEICBEHET 5 &I THR)
ECEENE N
i ok || KE | AT A L
A3 7\ Vi R Ah g
BiLoVnTO B - R
?;%f%“ (e -
oo ||| AR
(F71THE -
M EIZBED &
% FLHLfE FT)
A RTA
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L A D)
AL - A&
(E7-13%06e -
Zh R BAE O B
% Fe k&)
A RTA
DR HLFR S
k=

ZM | A T4 L
N

HAE -« Bh
(E7-13%06e -
PRI E D H
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HiE - HE
(E7-1THIE -
HAEICHEEDH
% ROk R AT
A RNTA
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3. HENHFITHRDLENI ORI « fREFIZHONT
(1) MAEZRALEEGRER, BB RBRE IR D AR E L TOHERN

<R FE ST 15 BRSO R %) . BRR R, Uk - jEF o EH
H DAL IS 5 >

1)  RCT o##%

7 — # ~X— Z Pub Med

B#EA (((((mirceralAll Fields]) OR (C.E.R.A.[All Fields])) OR ("Epoetin Beta
Pegol"[All Fields])) OR ("methoxy polyethylene glycol-epoetin beta"[All Fields])) OR
("Continuous EPO receptor activator"[All Fields])) OR ("Continuous erythropoiesis
receptor activator"[All Fields])) AND ((((pediatrics[All Fields]) OR (pediatric[All
Fields])) OR (child[All Fields])) OR (children[All Fields]))

<A BT D ERIR AR >

16) Cano F, et al, Continuous EPO receptor activator therapy of anemia in children
under peritoneal dialysis. Pediatr Nephrol 2011;26:1303-10
iy : PD/NEEZEOEIMIZBWTAREDF M &Ltz it %,
ik ek TOHiA X prepost TV A L, NEPDHEET, TR FUT AT 7D
RTFEZZT TS 16 il (9.7£3.9 7%) ZXRIC, =THRTF T VT 7 O TFED
2T EOAREDZ TR A, LTOHEEZ#HE L,
AL - A& 0 0.5 pg/kg & 2 @IC 1 B FEHN TR, X—Z T4 EIZx LT Hb

13
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BEOEAPNRBDONTHEIL, 5 &% 26% M E, X— X7 4 MELLTIC Hb i3
DULTEGAT, BE5EE 50%HE, X—AT A4 ELY 1g/dL UL E#EIN L7546 3%
&% 25%&E L, Hb fERX—ZX 7 A4 VEL YD 2g/dL UL BN L7258 135 &%
50% &, Hb A 13.0g/dL B 2 7-%6 1%, REEZ A 1B X,
FEFEMEE - Hb fE > 11 g/dL Dk

BIRBIFETE B : RO M T &

FE R RBRBHAGEE O ) Hb 1% 10.8+1.9g/dL <., #ERBAAS 3 7 H HIC B Hb i
ZEE (Y Hb i 11.8+1.4g/dL) L7-, R#&BIZFREO Hb fE 13 12.2+1.2 g/dL,
AL BIL 1.6+0.6Tuglkg Tholo, AEFRIIBREIN Do Tz, AKET=H -
FoTNT LU EZ %, Hb [HERODICH R TRERIGEIE T, BIE
Hb HICEET D20 DOAKOMERIT, RATOEROMLEELY LE -7,

17) Wedekin M, et al. Effective treatment of anemia in pediatric kidney transplant
recipients with methoxy polyethylene glycol-epoetin beta. Pediatr Transplantation
2011;15:329-33

HEY : BB %O/NEER O Ho EICE 1T 2 RFED B2 M3 5

XA BB O/NEEE 12 6] (6.4-17.2 7%)

i A EAEgE, 6 AR, AFEEEELE L, LTOHA Z#HA& L7,

M- &' BERIT, AR TF o 6O ZIEHIZRGHTO X VR TF D

W= oG EN LA GEHRFHE) h., ESARMEHOIEFIZIL, 2.3 pglkg/

A (¥ 0.6 upglkg/lEd) T, A 1EORKREFINIRKE G ™MToNT (EEOREGIEZT LT 40

R PoARIZIE L),

FEMEE R, (K#E, ME, Hb-Cr- 7=V F v - 72270 - PTH,

P2 IR IE O A

FERCESAZZNE T > TV o2 THITIXAEZ Hb EH (587 9.9 g/dL
(8.9-10.3), % 5% 6 # A 11.2 g/dL (10.4-12.1)) NA 5i 7=, DA NS OUEz D

56X Hb fEIC A B Zb 2B o7z (51 10.3 g/dL (9.0-111.9), 5% 6

ﬁﬂtu6yﬂw92wo)# Ik ERMEEmTH 7=, Hb fE 11-12 g/dL %
ER LD T5%72 o 7=, REBHIEK TRHOAERE S EO T RIEIE 2.5 ugkg H
(0.7-4.8) Thole, UHNRAREREICLDAEFRITBO RN -T2,

18) Fishbach M, et al. Efficacy and Long-Term Safety of C.E.R.A. Maintenance in
Pediatric Hemodialysis Patients with Anemia of CKD. Clin J Am Soc Nephrol
2018;13:81-90
HEY : /R HD & T, o ESA b RKEDOFIRNE G- ~DOEHBGEEZRE L, K
OB & R L2 E2RGET 5,
ik Zhaek kR - EEMROE MR E (The Dose Finding Trial of Pediatrics on
Hemodialysis in Nephrology: DOLPHIN) & L CHEfg &7z, HD #% i TW\W5 5~17
D AFELIS O ESA 2 LT 2 B B 64 6 (il 12.6 5% (6-17 5%))

14
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Extgl L, o ESA &P ik LA A 4382 11, REMRAOICEE Lz, 16 @O
MERMEHME L 4 BE OFMMBIE 0% IC, Hb 3L E Lz BEIL 1 FRw et 28l
2L,
AL - & REBB A &I, EH LTz ESA O & b B A% H v CH
Lz, XEBEEE 2RI, AR TRIN TV HHRE R : 1% & (4 pg every
4 weeks for each weekly dose of 250 IU epoetin alfa/beta or 1.1pug darbepoetin) %
FHTLIHEE, T IV 2 B2 VHESRE . 5 H &G pg every 4 weeks for each
weekly dose of 125 IU epoetin alfa/beta or 0.55 pg darbepoetin) Z 3+ 28 & L.
ez L7z,
TEFHBEE  AEA~OLER 16-20 HH O Hb EDON—2F A > 56 DAL
iR m A ERE (36 Bl 27 il 75%) Tix. TEERE (12 Fid 7 61, 58%) XV
H L DBRENR—ZAT A5 E£1.0g/dl UNDO~FE 7 1 Bl & #ER LT, RIS
m M ERE (36 B 29 B, 81%) Tik., THEEE (12 Fld 7 Fl. 58%) IT~TZ
< OFEF]AS Hb fE25 10.0-12.0 g/dL @ B IEEGFHNICHER S 7z, ZOMETERI N
7o AR TR SN TV OHBELRE LY 2 52 WEKBEEE AW 5Ga., itto ESA
NOAREADY)Y F 2% B LT LT Ho 2 2k L7z
20 W OB H . 4961 (T7%) 2 1L EOFEFERREZREE L, 16 ] (25%) 28
BRI 2O EELAEFEFR AR L. 1A RE®ROBEENMMEIC LV ET L (08
WEITHERER), TOMOEFE THEFRICLIOIERGTECHELENLE L o7
BEITWR o, 2O EELRAEFR (HEHIELRIER X OT N1 AN MILRSE)
FIRRICEEL b D LB X b, 1 FEHOLEMEBEHES . 276 (73%) 71
UL EDOHEEEZEZRBR L, 96 (24%) PEF 12HOEELRAFEERLZRBR L1,
WTN BB EITERR TH oo, &b —RMRAFFRIL, ABRYM P CI38EE
(14%) . S IHER S (14%) & ME (13%) T D MBI TIT S IREE % (19%) .
B (16%). Wi/ E (14%) Th-ot-, RBRGHMTIZ 1 AL EDOBFICHEIL/-H
BRAEFERIL, 73/ AHEKY (n=3, 5%). [E XK (n=2, 3%). BFkcE
(n=2, 3%). M&JE (n=2, 3%) Th-o7, WME (n=2, 5%) X, LERWIFFIZ
BREOBEHETHRESNTEE - OERELAFEFR T o1z, KEMEITMANTOHNZE L F
BT, MRICERT 28 A EFRITRD R T,
fiiam o /N HD ##50 CKD IZ X 2 &M%, ZOMFETER SN omHELHREE %
fEH LT, i ESA IC K D HMEFFRIEDN S 4 12 1 BIORIEOFHIRN I 512 H 20>
DRIV REZX D ENTE D,

19) Chanu P, et al. Model-based approach for methoxy polyethylene glycol-epoetin
beta drug development in paediatric patients with anaemia of chronic kidney
disease. Br J Clin Pharmacol. 2020;86(4):801-11
A T NAN—207 7un—F zi M LT, Fri/NNETOREDR I z ik 5,
FE ISR T 2 REOIEYEYRE/IE ) FRREZ B 6223 57201z, /MR
O AR (AR SCHR 18), 64 B (FPRE 12.6 7 (6-17 %)) 35 L UBRA O A
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BLOEMMHRBR»OH/ONTEDEEROE NPT -2 %, ET V7L Ia
L=y a a2 ATt Lk,

fiim o AR & AR T AR BN RE I L2 Y. AR D IR RO R IT R &N R OB
FICTHEEIL T,

20) Schaefer FS, et al. Real-world experience with C.E.R.A. in pediatric dialysis
patients fits modeling-based predictions: results from the IPDN registries. J Am
Soc Nephrol. 2018;(29 Suppl): Abstract TH-PO233
HEY : RIED /T modeling approach ZRiEd 5 Z & & /NNEEEFE TORIEDfHE
MEzmatd o2 L,

Fik HENEBT Ry NI =270 2 o0 R L2 N D5 IPPN ORI

FHERE 126 A CEHEER 12.026.4 5%) & IPHN OAKELEEH 32 ] CEEHE R

14.2+5.3 %) ICOWTHRAMESICEEE R, #R (Hb, 7=V F ), 4t (&%

6 WHDOANBE) ZHRELZ, BKRBRT -2 07 A _X—ZX3 i b {7 L TiTo 72,

Zo%, PMREFEZRZL LEAIME I ab—va r&1To7,

k1w Hee oRERELGE (ngkg KH) ofifE [IQR] 1. IPPN T 3.0
[2.2;4.9], IPHN < 1.7 [1.1;3.0] T® V. *F¥ (SD) Hb fi (g/dL) X IPPN T

10.8 (1.7). IPHN T 10.5 (1.8) Th o7z, BB AZTT > 2 BHF TIE,

Hb k7 = U F AMEIIARTIEREHE P, ZE L T\,

WE SN ABEO R S — 2R KX, IPPN Tl MmE & ERE (19 £, W),

IPHN TidmilE (7)) EBERBER (51F) Thol,

ARIEOHEFFE L Hb HIZOWTORIME Y I 2 L—ra VORRIL, R TS - ##ik

W G- L B2 IPDN TEREICB RSN —2 L X< —8 LT,

i - AKOHMEFFE L& Hb IOV TOEBIR TORRIT, A &/NEDORRRRBRIC

HEASWTHESRZETMCE S Y Iab—var bk —& L, AEEMHHL

72%6 . PDIEE RO HD B&FIZEWT, Hb & 7 = U F » OEITERRAY 72 B AR i FH N

TEole, FrlerZe2oREITRD bR oT,

21) Warady BA, et al. Subcutaneous C.E.R.A. for the Maintenance Treatment of
Anemia in Pediatric Patients With CKD: A Phase 2, Open-Label, Single-Arm,
Multicenter Study. Am J Kidney Dis. 2023;81(6):684-94
A« @ O3 ET G AR O CKD O/NEEFICK T 2 A M DOHEFHER D 72D K
THRESNDAFEDO FE LM ELZRETS D,

Tk EEM. BEE. et O ABFZE (SKIPPER), HD/PD XX R&ENT O 3 71 H
B 17 R OBPER R O/ EE 40 B CEEI4E#E 10.3+5.75%) R E L, o
ESAMODAERT4BIZ 1 ALK TG L. UTOHAZME L, HiE: H&:
ARIEDPT B GBI, AFEBIRATIC T LTz ESA &% b &2 DOLPHIN
study!9 TEF SN 7= EHfe%4 (4 ng every 4 weeks for each weekly dose of 125 IU
epoetin alfa/beta or 0.55 ng darbepoetin) # H\, FIHARELR L7 o LV KU v
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DOHF ) HERL I,
FEFHEE : Hb OX—R 7 A i & FHMMIE A (RER GG 17 BH 25 21 H
H) %1k,
BIKGEAMIE B PRI ORI GBI 17T BB 25 218 H) O Hb A_N—2 5
A MEEL g/dL VRO AN, X—A T A4 ME+1g/dL Z#BX T AN, X—ZX T4 VfE
-1 g/dL RifIZ7e o 72 A, FEMHIM o ¥ Hb 28 10-12 g/dL O HaFHN O A#KL,
10-12 g/dL O FASN D AN, ¥ Hb & _X—R2 T A a6 OB, WG 5T
M £ TCoMEE, AEKE THRGOLEM L PRK/PD ICOWT il L7z,
R EEFMEEAICOWT, Hb O_R— 2 5 4 EOFEfE T 11.05 g/dL (SD 0.51)
T, AHmHIEIC BT DAL FEEEIE 0.48 g/dL (SD 1.03) Th -7z, BlIKFEHMER
[ZOWNWT, 38BIDHI B, RXR—RAF A M+ 1g/dL DINIZHERF L7ZD1E 19 A, _X— A
TA ME+1g/dL BB Z =01 15 Fl, X— 2T A UfE-1g/dL RiIZ/2 7201k 4 A
T o7z, MBI O Hb 28 10-12 g/dL TH - 7= D1 24 ], 12 g/dL Z B 2 7= D
X 12 61, 10 g/dL Kiifi & 72 o 72 DX 2 N Th o 72, RO VBB TREFAIHD LT,
ARBIERHIEHIIER D 80% 72 &b 1 HFOFERGZKEHR L (A5 106 1),
HEOAEFRRIZ66] (16%). KEEFEFFLIT 26 (5%) Th-o7o, 241 (5%)
G EOEE/fE (a7 HEPIC /L — R 208MERBR L0, 5 EE2HE)
Lo, Wifma e LERERIT 1 Fl (3%) Thoto, Brl 23 O HEE L FHN
13 N (33%) OBFITHAELZN, T XTHREEE S ITEBAREE X O, 1 AZBR
KTRTOBFIZIBEMME T £ TICHEK Lz, RBIBEME S O CHITHRE S
T A EEGENFK CTIHELE T IE LB X W e oo, By ik, 16 4l
(64%) IZH 72 &b 1 >OFEFEERPEAL (GFF631) . 161 (4%) IXIEBRELE
FEA S ARSEICBE T 5 &Il Lo, ZRrEiMi#E b e CalEmE S h 7, Rk
BIROPIEICE S TIERIT <, AEFRICLIABELERILE wd oz, M
FANB X OVNRDSATIR E B bl o T,
e o BT E T IXEATEARTO, CKD 29 Bilnd &b 5/hNRIZE W T, i ESAIZ X
DAEFHBR D 4 I 1 OARER FTREIZ, HEEBREEE W TLZREr2H 28
WU XD ENTET,

< AARIZBIT B MR ARG >
L (RATORERRO %)

MICH-GCP #EM D K ABRICOWTIE, TOERHTHZ &,

(2) Peer-reviewed journal DR, A % « 7 F U o R EDOHRE RN

22) Bruce G, et al. Use of erythropoiesis-stimulating agents in children with chronic
kidney disease: a systematic review. Clin Kidney J 2022;15(8):1483-1505
i ESA 13 1980 ERICEA SN TS CKD LRI 2B MERICEMmE bbb L
Tzo BUE. FRx 72 ESA OffMH, A BHGIEPHFEL. B LWIEANTER 588D
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R THLe, VAT T 4 v I L E2—& A ZENITIRATIEAR I TWVDR, /h
WO ESAZRHE LI AT T 4 v 7 LEa2—IT fTbit T,

FE VAT T 4y 7 LB a— b AXETORET ~&ZHHE (PRISMA #FH) I
MWW ZIT 72, CKD /NRIZE T 5 ESA D7 v b ZZET R AT fE /a4~ T
DXz, 2 ADO L E2—U—7 MEDLINE, CINAHL, Embase 7 — # ~X— X Ci§
L7, MANEEIIRGECRE SN, BHRIIBEAR20/NE T ESAIZHSN T
WNOEDPDT U M AILDORERINTWVWDLEDE Lic, a7 TNy RT w7 Ok #ER
EHLT, BENTVLTRXTOT U FLERBRTAA T ADY 27 OFl 21T -
Too 7 —Z IR, BAER IS X OBIEIIEE N Z 1Vl B o &R 2 HfiF L
WIS N, HFROFEE, S, @IS, EF O, BB, ESA OffE
EBRERE. MALT U MIAT I ANOER LIS,

R CBESNZ 965 DREDI L, 54D AR — a2 h =925 60T & Ak
KR & 48 M DBIEM N MA AN BN, &Rt 38 FDOMFE Tz B F= Y X
AN F > (rHuEPO). 11 D58 T DA, 3 OWFZE TARIED F LM 5l S iz,
ARETIT/NETOT X AMMERBIIITONTE LT, 3 DOBEHENH 5 171919),
fhism © T X T ESA Al L EFHIEIADTHY, mHETOREFEZOET
ANB o T, ESA FIEICIEPMER D D L Bbn 2 BFEIIINERIEEZMSEE L,
BRI 5 2 & 2 HFF Lz, %O T, B 585 0 AP0 e,
it 7e ESA PUED 2R — MIB T 2R BRI, BEHEEEELR —T 27200 FH
HERBIKABRDOHBILIZONWTOEMEREHBRICEREZ Y TOILNEND D,

(3) #REFE~OFEER R E L TORERN

<M I T D BREE >

23) Pediatric Dialysis Book
32. Management of Anemia in Children Receiving Chronic Dialysis
In the study of children on chronic hemodialysis performed to determine the
required starting dose of CERA based on the previous weekly epoetin alfa/beta or
darbepoetin alfa doses, a conversion factor of 4 pg of CERA every 4 weeks for each
weekly dose of 125 IU epoetin alfa or beta, or 0.55 pg darbepoetin, was found to be
most efficacious!8. Published CERA dosing recommendations in children are
intended for transition from another ESA.
Starting dose : 4pg per each prior weekly dose of: 125 IU epoetin  0.55 pg
darbepoetin
Interval : Every 4 weeks

Route : subcutaneously or intravenously

32 BB A= T TV A/NROE o
P Z o, WIZ1BEOZRZF T AT 7/[_—% XiF DA OB &EIZHES WL
HOVERBEAZIRET A 70T B MK ST O /N OFZE Tl 8 7-0
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125 TUDTZAHRZF T I)VT 7 _"—% XL 0.55 ng ® DA %, ARIED 4 HEZ &
WZapg EWOBENRLAENTH D Z ERbhroTz, NRITEIT 2 AREOHELE &
E. D ESALOE 0 EZZMELTWVD,

A& - Z LT oM ESA oL 720 k5 & (R F 2 125 10U, F XK F
> 0.551g) H-H, K3 4ng

P54l &

B GAR I - B R B AL FRIRN % 5

<HARIZBIT 2 HBEE>
1) 7L

(4) %2 UHABEOBRA A KT 4 L ~O B RN

<WHMZBITDHA RTA %>

24) KDIGO Clinical Practice Guideline for Anemia in Chronic Kidney Disease
CERA dosing starts at 0.6 u g/kg body weight once every 2 weeks by SC or IV
administration for CKD ND and CKD 5D patients, respectively, or 1.2 p g/kg
body weight once every 4 weeks by SC administration for CKD ND patients.
Unfortunately, there are no RCTs that establish the appropriate dosing of ESA in
children. Future research to establish pediatric ESA dosing guidelines is needed,
especially for infants and younger children.
AIEDOFEH 13, CKD ND 3 LU CKD 5D EF121% 0.6 pg/kg # 2 #1121 IR FiEH
FIFFRIRNE ST, b L<IZ CKD ND #1213 1.2 pg/kg (KE % 4 B2 1 BT
HEHG TR D,
AN, NRIZE T 5 ESA Ot 22 &5 &4 L7z RCT IZFA(EL RV, 4
%, NEOESABGETA RTA LV EMLT HIODMENLETH Y | FFITHL)
VR ARAR i D /NS HT T D TEDRBETH D,

<HRIZBTDLHA RTA L HE>

25) 2015 R A ARFBITIE S 1BIEBEREE 2B T 2BHEAMIRROTA 7 A4 V58
9 3% ESAEHIE-HGRK, K5 &
1) HD & D54 . ESA OB ERRIL, SEfEK 4B L COFHIIRNE 521795,
2) ESA #5808 G- BI0% . ESA OFE, 54RO Hb i, & i B EEE.
FHEND, HOWVTHEL T 2BMEEREREZHEL TREINLIRETH
%,
3) 17 CKD A B L OVPD i @ ESA # 5/ K1T. & bICH TENSEE LV,
723 PD 3 @ HD fF AL OB IZ L, HD ICHE U CEHTEIR 48 L TOFFIRN & 5
o I
CERA IZ oW TIE, Wf3E L, HD A£% TiX rHuEPO REH OGE . #IFIHE &
LT 1[E 50 pg & 22 1 BIEIRAE ST 5, rHuEPO 726810 B2 T3 24
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26)

A100pgi7‘:1150pg>&4‘ W21 EEIRNE ST 5, AMEEDRBGONTZS,
MEFFHE S LT4BIC 1M 26~250pg #5735, L#lS LT 5, CERA 13
BN RWE®, 2~4 HIC 1 BOEECTRAIFIC Hb HEHEFFT5 2 L8 lE ST
W5, L»»L7Aens, HD EE%L 1+ % rHuEPO 75 CERA ~DH) ) 2 (2> T
RCT THiEl L 7= MAXIMA #F%2<° PROTOS #F%2128 T, CERA 810 % x#% % 4
iz 1A, 2@ 1R L, £ 512 rHuEPO & [RFREIZZE Lz Hb & #EFF ¢ %
b OO EICENET, 4HIZ 1B O 1975>5775>of__&73>$&ﬂ:ém1
Wb, bREICBWTEH, HD EE%L 51 il & %t 5 Z1[T 101 F‘ﬂ?&%u?&

Z1ET 16 HEEL Lz T O OME T, 2 1@2‘»%4 ’WE?&
u&ﬁ:M)CERA&“EfEZn 1.41ﬁi%jJDL7L:;k#%&iéﬂfb\é %@fimﬂ:bf
IVW)EEF“?L‘%#% CERA I RENLET HETIT 6 HENNDLZ &, £z,
rHUEPO 75 ® 4 I 1 B CYI W B2 7254, U102 %O CERA B 5 ENLET
5 ETIC 12 # F'Eﬁ%ﬂ“ﬁm% <‘:75>$I§cié7hfﬁb —HWeEBZOEND, 1.
rHuEPO 7>5 CERA ~DO U0 B 2 (125 W\WT 232 1 |G & 48 1[50 H A
PE % RCT’Cttixﬁ%ni‘Ltdea HOWET, 4T 1 [EHFE T Hb AR T 237
DOHNTZOIZKR L, 212 1 B 5Tk Hb i3 M3, %ELT?&@L&_M:
/Téh 2 I 1 EIFEOFRENHRE ST, CERABREHZDA~T vV Ol )

BELTH, E 11 ﬁé RTFLIEAT DU 2 BBICIT ES L2 &EndiE
ézm SHRIFHOmETH 2 I 1 EELGOFHAMENRBINL TS, LLEXDY, CERA
ZERETAHARICIE4ABEICIELY S 28I 1 BIORENHHNTH S AH @75%;60
WTHOHAEBAMMERORE, FR2 S IC LV EEHKT2L0ERS Y, kEmES
BIX 10 250 ug TH D,

8 E /NEEE OB M

3. /INREBFIZEIT 5 ESA 051k

Frfe M ESA BlA| & L CRA% S iz CERA OEIREREIX, /NEfERIcB VT Z DM
., REREE. BHER 2 ERBE ShlE SN ->oH 5, &G FIEORA 13RS
ERBRICER A Z v 7 ORABEBRLEREZ Rmom LXn0 T, a7 747
YADW ERFEHES~O BB E/NREE IV TLZoBEIFIREN D A
PIVD, PBETIE 2011 I I FHRBR O R HE S 4. A TOZM AT+
OBFME M IZxF LT CERA O A 2011 4 7 A IZHKR S L7223 AR /NEH T o
ARSI Tnian, 5%, DAREICEWTH/NNE~O@EISIERIZTe T 72 B f A0
WEEEZ D,

HABEN Y =7 A2HES< CKD 8 AA K74 2 2023

#13% /N CKD

AARTIEH/NRICRREMN D H 5 ESA WANTEEFMHHBEZE P2 Ao R F o
(recombinant human erythropoietin : rHuEPO) #H| L X VXA ZF TN 7 7
(DA) TH D75, KETIE 2018 £ I2Fife M BSA /WA TH 5 mR - F o _N—g =
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/L (CERA) m#@r&ilc, 1300 ESA A ZZEL THEHL TWDLEHF O 5~
17T O/NEBFICXH LT, 20 ESARANLLEWRT 25 E5ICRBO LN TN D,

DA L L TR EBRIENBAD T 5720, BELFEOAHBERE, 7 Fe 7 720
] L2270, ZOERIIKREV, 5%, HERIZBWTH/ME CKD & ~DE)S
TERPEEND,

(5) HENEIHR DA TORKRRBR R L O RMH5E (Efig (1) U

4t)

IZoOWT

1) 7L

(6) Bt (1) 226 (5) ZEEALBEADZYEMEIZHONT

1)

2)

<HEBRE - DRI HONT>

A H T BEAF O R if BR O BN A (ESA) & Hele L TR K O TG\
D HRRFEZ BT H RIBICTH R BRI AL R S 728 L ESA Th 5, BEfFD ESA
BIFNTIE 1~2BEIC 1 B OGN L 7503, RETIX 4 HEIC 1B O#&5 Ty
REMBWENFREL 2%, NEOBHTEE DK 8 BINEEEHEE TH DD, ESA
RN G TR K TREESND ZENZ 0, REITBEFO ESA DR T#5 X
DHERPBRETHLZ ENMBNT NS, LEBEORIEN DR, BRb VRN &
L, NRIZESTRERAY v FTh D,

BUE, RFICB T 2 AREOZEE - W8 BEE"E ) THho ., lAD HD &, PD &
H. RTEH CKD BRI+ HE - HEE LT, #IRN&ES - R THRERRESNT
W5, EATIE, BN (EMA) TIEESETOAERICHr»DOLT4% 3 WAL 18 B E
TO/RREE O CKD IS FEBEME M OEE L LT O ESA 726 081 2 0854
DI EFIRN - K THE & bITBMEh,

<HEEHE - HEIZHOWT>
1

HD £ - PD B#H - Of £ 01182 1 B RS H

BEfFD ESA S ARSICY) D 2 D RO LB HE SN TRV 19 KETO/NEH
BITENICHE LML 2> T D, RN TO/NEREEIBREERZ HWZHBEL -
TW5, AR, flifEs2zERL, BERXRTOMBREZTRM L,

PO R - I A a0 1 HH O ESA G &ICKSE, TRROXREZSEICHEET %,

B GREES TFRARP S SUT B TR T, LS L Tz ESA o S8 & [Ffk &
T 5, 4BENC 1 EIREGT D,
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1)

MR & - BAE Hb fE% 10g/dL DL EICHERF T 2 72 DI H &l AL B2 A1E, 48
MO EZ28 26% i T2 N TE5, Hb ED B2 4 M T 1g/dL 2 7245
A0, Hb fEA EH L 12g/dL ITES W HE XA EEZ K 26%ET 5, HE%E S Hb
B2 EH LT 256 1L Hb 3B & 722 ETIRE L, Ao EGE LD 25%
DI WHETER G ZHAT 5, HERETOHEEIT 4RI 1R EST L &,

BN & U C/NBIIERESH - OLBEENZOAREEN RSN TE Y, Hb EE A2
OO N LB D,

lbzalE A, BATRBIABOMRE - IR THL BHEMm) [2>nT, &% 3 A
bR 2 ik - HEZEBNT 22 L3R NEEXD,

< BRI E ST Iz 2oV T >

AIIM O BSA Ll L TR GEBA D4 < THAL FI- FRSICEE S B A 72

W2 END, FRI/NEOBMEEMEFICITEELRERTH D,

4. FEfi T _XERBOME L LD HIER

1) BARENTAREREREZH, TOMREEEE 2. HNTORKRROLENEZ

95, IREENFDHRE (1S 720 OEFBIIZ N E Z A5 THEMK 10
#l) THH . EHATONEDORER, EHNTORANTORER, KT — 21250 AH
DA, TR A2 ATE L, R/AROIEFETORBRDOFE, &5 \VITAm T
DFMAE E LU,

5.

kel

6. 25— %&
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3)
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