AN A) A 198 A 6E 20009

(2

g AR ¥ ¥ fF-AA AxF}
Q AIYRZ X)L (N EE®)] FEA ¢
HAA HIE §IF A+
-A U1 4 YBANE -

FgUea oo W, dYsn T} AT, dANGE ohe atma’
SM8 - AEY - JAE o2 - AT ANF!

ok

47 4 ARA FHEE WNEel g ARz Xl FAA FIE st FAA
Az QA A2 Fo|od TR YAFEHY P BetrMg vy gt 6649 VA AR
A GAOIA Foistch. oA X2% g3 27] 150unitkg/week & 2-33 B¥de Y3 3
A3, olF YA HEd we} 75-300unit/kg/week 2 ZA 8 A}

84 B W FH 484 F “dAY AL 2 A"z #ARY FEE A 194, 23
dZ FE&L 875%(42/48)%c). ©) A= test for population proportion(2=0.05)22 &
B fES 90% % vy E 9 5539 p=0.564).

otdd Byl FHE X8 $d9 664 F 6alolA Fuig olgutge] WAFRPOY B
F gaeks Bdo] gle Aos WYHATH XE®IHe BAYL BAY $ Y= olAwMEo
2 42%%F 14(1.52%), F=37] 1(1.52%), F% 14(1.52%)7F 22 9de) o] & o4 3
2 gAAMEE FAE 1d o gE de ANEY FAE ALYy, FAT ot o
BNE 5 EF ARHAY 2AHAT Q4HA AR FoA FANME g4 ¢4
W& transferrin saturation rate$} ferritin® ZF4E AYstiae Fo# od44de oo
el oY Aol UEgoy Fo F A4EHAY ¥ dg22Roldd 3R &34 Ax
%3e vehle Fale § dx g0

w2ty o 8L Ty AR fxte] WYel fAdR <HAF B2 woE

M =

Ty ARAL] FaFAL 2EF Adudg uy
% WE Soith H2 AuHare 29 a5F
o Azt AR F A 28 FA F45
GdEoYPez AL £ douy ¥dy ANae @
Ate) wel wkgo] thE androgen $AVs} 8ol
T HEYelch A AR WY HArIHe

AYAA: FAE MEA FUT GFE 37} 65-207
FYREGL o st S8 W
Tel: 02)748-9879, Fax : 02)798-4745

AR, z¥r15e Asz WAz Az AY
ojgl2Eoldele] Y FAVe 2EZd g =
o 2% oA, 22930, 449 29®, e5nE
Z%% 2o A3, B4, 8" 9F HYT 44
G&o] on, A, YPVEY} FHozT QY ¥
d24% 2 iR 7Hg & 9L dgnzRo)
olele] AAF pao|ch. ofaRrE Folorle] AJakel
F HUARE AALBZo|T o) WEE AP 4
205539 st I Yotk oleixz Xelddl
& AgAME aFo] Aaslel A HF 1547
20mU/mL¢] FE2 ZAWch wef HYrg3o) 20
% ol3tz AstEw ¥ oz olduNE HA
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2o} 1008 A= FrAshy” A4 dddNE 9% o
gz Foloj A7} 100mU/mLE PA Z@cH? =
A AR ¥ g A2 WHEEHE FYoy
androgen ¥l ojE&d oy £YL o Y
4 BEY ol& AT AX 54 ¥ wHoen
A% oAAef o &o] YT androgen FAE A
g, 71 ol T HALo] o] AR FHo| &
¥ 248 & g’

1980 ) Eo] 3 F8 7l¢9 B o3 #A
A AZE A dRE Xl ko] 7HgEA
gozM dejazEeldele gy AXA gxle] Wl
8 5o d¥ NaAd2 ALIAN. 1A A=Y
<l ez Xl A3, etz 9 dgy
oz AAY ez Xolddilt FEHA god,
T ARH WY A8 A} A

FWAME ou] {2 Azl 2%t AYRZE
ol Rl g AAEe] Al@sn oy B AFdqdaE
oA eko] A Chinese Hamster Ovary AEFE o]
43t diF A FAHA AR Q dEPr2Ho
oElel JEE®S Y F: EuENG W e
@47] g ARA R A Foste] 2 Y4 FR
A7 rdAE et

CHa) 3 B
1.04

d4e 1998d 3¥ A FYdidm w4 g4
9, ¥ty R4&uY 9 AAdgE Aud2HY
oA HA MY o4 H7|HoeE dA4FEY ¢ B
HENL W gl AES e 19984 897
A ok 7493 Agsidol

i gAts d#o] 18M ol 704 ol&=z myxa
B 58 yA niAst A dd FRE 4
4& B2 ¥ Jdez 9% 66900t} olEe A
712 B@7] F8AY @47t 80g/dL °]s}e]
o ¥3 transferrin saturation rate’} 20% ©ol4, &
E ferritinX7} 100ng/mL ©]4 @&t ¢4
BA7] AF 837 go] T 110mmHg o422
F 2R ge TULL T 82, Fd9 A
gol] & a2, BT 930 Ur AL AdEHd
ot z2en dte] Aol JFHE v & g He
2 BdHEE $AEE A3 B A, FRE,

EGAT AQ AEA, L/HFTE MRV AA EE
F2 &R AA F9 Bl ANUFQA ¥4, 12 9
BFAAE & AR ¥3A stz ddd A=
gl A A2l st

2. 4y

1) &3 Jit

AE2E® Ra e BP0 1F, 1 F X8
5472 1252 st

2) B Wy

o712 B¢ 27 ¥49F 150unitkgE F 2-3
3 B¥sle] ¥Ry £ A9 Fisigoen Hug
Az 5983S A9 Fod3igich @449 EA
#d Aeol Hx 4Fdel Jelx] & A$(lg/dL
o]8}) £%& 225unit/kg/weekZ 2% 3t &£ F
F FeE 4F U] @aie] Ago] 1g/dl o3 7
% 300unit/’kg/weekZ 2F . T 5 ¥
A27} 10-11g/dLe] =2std TE®e §3Fe 75
unit’kg/week® et M7l 11g/dl o4
o2 F7EleE ASeE €447 llg/dl olstz "ol
A 97x] o EE®Y §FE FojAY $£4E FUs
Ak ® XE F Y420 10g/dL ol E #aY A
< 8447 10-11g/dLe 2 §AHEE 5% Fos
pid=g

3) YE iRy

AN@7I F A AEYEE 2F, 47 8F 2 12
ZFo] ZA3lY transferrin saturation rate?} 20% o]
3 EE ferritin®7} 100ng/mL ©]&}%1 RS 7
T EE FAE FEAANE Fostd BEE B33
Ack. FH A|F7IE Fole WSO dPE vIH
= oAle) ¥ES FAEYR, E £YE FAU
o $£¥o] BN gl AYL FA3

4) ANE R UAAAL

(1) 82 W3 2 g4

gzlo] A, AW, 43, A, A%, dW/YA o
B, ARAZ0] AUAE 7E o AN F
R HAEMG A A7 35 A o4y B
£ 3 429 FF ¢ £% HZ 3NYY F¥9
5 oAy §7F 9 SHAFEE FH/E59

(2) A% 2 gAgazAt

#4327 ANZ R FB2A, 547 A 2F, 47, 6F,
8%, 10F 4 12%F] H¥T75, 4%, HolEIE,
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— Suk Hee Yu, et al.:Phase III Clinical Study of Recombinant Human
Erythropoietin on Anemia of Chronic Renel Failure —

WYTFF, YLU5E 38U £ BR7) AA
71 R FRBA, FY7) A 2F, 4F, 8F L 125 ¢
FHETE FA85)

B ¥dgnhAE BV FEA, TP A 4
F, 8% R 12F) Z2EFHEIAL, aPTT %
fibrinogen® 43¢t}

(3) WA YA 9 HE A AEe] 24

BA7] ANZ, 7l A 4F, 8F R 12539
BUN, creatinine, total bilirubin, total protein, al-
bumin, alkaline phosphatase, SGOT, SGPT, total
cholesterol, triglyceride, sodium, potassium, chlo-
rideg &43s¢g 2w, iron, TIBC R ferritin 9 3
£ Al A d8) AA7), T2 A 2F, 4F 8
F, 125 FH3r

4) % TAAZAS A

#Z7] AXNZ 2 AF FRA) YA s A7)
% Fo MYE ZAAY.

(5) ¥ AxeXoldd A

BA7] FTRA, T A 4F 2 12Fd 23
At

6) A5 2489 & HAE

3. B3 WPIE, WY A sy

1) REM WPIE N WY

%71 F3AY NEALMEE ofigl o] 5UA
2 gt e “HA AN ANE FE A2
Bt FAEE AL EEFASS WBE
Ao 7@ BEI] AN (Week-1)9} Fs8A
(Week 0) Hbe] BZFAE ALgalgch

@® EAF MM Hbo) 100g/dLe =g FS

@ AW 7124 vlwst) Hbel 20g/dL o3
71 ot 10.0g/dL mlAA) BE A

@ 4t AM:71EXY vl@ste Hbel 1.0g/dL
o) &7t g o) 20g/dLe) PlXA) £¥ AS

@ EBW:7)EX9 vjasld Hbe W2lr}b 1.0g/dL
e A4

© ot2}: 7)EA) 9} v|wste] Hbel 747} 1.0g/dL
el A

2) BA EMuy

FEAN o FAH /o4 HAHLe BF FES
& 9% 3t 33 23 10%, 95% AAZE §A
S(8AL F715o] 2g/dL o)A WAL 10g/

dLel =2% Fa9 w&)e]l ¥ test for popula-
tion proportion(p<0.05) ¥4& Pt}

| B
1. 947 Cia maxie] &y

WAEAE & 66917 JEL & 334, o 3349]
I AT 932 8512149 g7 Y AnA
9 WAFE Hae AQEYo] 2642 1Y BRO
o}, I5te]l Rl 124, Iy 120, A7EA) A
11e), ohddl 2o, AN FA @ 24, HH4
LEZAY 140Ut BAHL YAFY 500), Hotry
1641010t} Algell Fodstr] Hel) o2z Xoloel
AANE T e FdE 564019, itv] A 37
4 ojule] 8L W2 FHE 1ldoAtt. el
7o 4L nXA Fg YHFE A2 e F
& 42901t

o] ¥ AA71E AHUSZ AlYeke) FFgo] 8C
% oldolm F fFAA HrPAEQ ML I §
B4 BAo] 7He BdE W7 Yo sgon
AR Frle AlYYe] FojE RE FHE gio
2 AANEA

2. wEY WO AN

1) faE

24 371 A3 FABd)E NAALNZY =k
B3 43, 44 Ad 194(396%), A 234
(47.9%), A4zt 704 441(8.3%), EM 200(4.2%) 24|
YA 7L 7jEX] e 8] 2g/dL ol ¥ 48 FdE
FE E BAHY o FEES 87.5%(42/484)0)Ar}.

FA5Y G334 E9EN (5N T
AE F 23909 Aol U] Yo 2w
NS A8 2, Y984 e AT AM
1341(39.4%), 7HA 1691(485%), <At WA 3e)(9.1
%), BW 14G0%)Z A& 87.9%(29/334)% 7,
FRA g4 AAT AA 74(46.7%), A4 6
l(40.0%), <kt A 141(6.7%), W 141(6.7%) 5
FEEL 867%(13/15<D)01). F AFHY FRE
S FYHL AolE UEMA] FttHtwo-sample
proportion test, p=0.9063).
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2) WAEH AR MN

1) F&4 37 Ag F4

FEA H7t o T B@7) gAEAE 68+
0.8g/dLol%l 20, o 25 Fo 71+11g/dLE 9
3A1(p<0.01) F713171 AFste] Reof 1250 96+
15g/dLE #a7el v&) 28+ 11g/dL7t F748
2.54(p<0.001), o] & o] AYe) 7|ZEAY 2g/dL
2ot Fo8tA Eoh(p<0.001). drlEades @
A7) 202126%NH, T4 F 25 212+33%=2
F28HA(p<0.001) F713817) A& slo, Fof 1250
293146%28 BE7| w3 9.1+£35%7 F71819
tHp<0.001). AEF$E S87) 22+0.3(x 10%mm®)
AM Fek £ 436 24+05(x105/mmHZ {23
(p<0.001) F7t3l7] AlFsle, FofF 12Fel= 31t
05(xX107/mm*)2 B&7)o| H)# 0.9%0.4(x10%/mm’)
7} 78k cH(p<0.001).

(2) 371 A AA

Bt i Aae] By ¥84aAE 67109g/dL
oA, Fof 2 Fo 71*11g/dLE F3HA(p<
0.001) F713t7] Alzste] FofF 12F ol 96+15g/
dL2 @a7le] w3 28+11g/dL7t Z7FsHQckp<
0.001). HRtEAYEE FAY] 200E27%N A, £k
25 ¥ 21.2+33%22 {98 A(p<0.001) F7}3}
7] NAste, RoF 12Fo]E 293+46%2 BA7
vl & 91+35%7 S7Hst i vHp<0.001). HAFHE
BA7) 22+03(x10%mm’)el M FoF 4F Fof 24+
0.4(x10%mm*)Z <8t A(p<0.001) F7}3t7] A%
sk, of 12FoE 31+05(%107mmY)2 B37]0]
)3 0.9%0.4(x 10%mm* 7} £7H8HtHp<0.001).

PH PEHETFs #E7] 091057%ANAH T
% 43o] 1.6£091%(p<0.001)Z F9J3tA Z7}3tdd
Fof 12F s 1.120.69% (<002 F7hslgx, ¥
294 BE7) 170=71.7(X10Y/mmPel A EoF %
470 190+ 74(x 10%/mm’) 2 § 2} 84 (p<0.01) %7}
gtod Fok 12F3elE 200+64( X 10°/mm®)(p<0.001) 2
7184

(3) VAR YA} Burey WP

H7t W A T 954 H@gRle) pAr) @4
AXE 68+09g/dLIM, FoF 27 Fo| 71+11
g/dLE F98A(p<00D) F7H8t7) Ao, Rk
12% 97+13g/dLE BAV|A H]3] 28+10g/dL7t
718 p<0.001). E9EN Azl YHirE

BA7) 6.6+108g/dLAA, FoF 25 Fol 69+0.9g/
dLZ #93A(p<001) F71317] Alz}stel, &£eF 12
Fole 95+19g/dL2 BA7]o] vls] 30+14g/dL
7} F7rat et

HriEANEE: dAFY MYzl Ze #A7|
200227%°014, F< 25 Fo 21.1+35%2 #23}
A 718 (p<0.01), ¥ 12F el 200+42%2
BFa7lel v 88+3.0%7t F7+sHA.2m(p<0.001),
S8 Hyzte A4 FER7| 202227%AA o
F 23] 216+3.0%E Fe8tAl ZF7F8ed(p<0.001),
Fof 1250 209+57%2 ©R7|o) |8 98+43%
7t Z7F& 9 tH(p<0.001).

HETTFE €95y YyPale A4 F7 21+
03(x10%mm el A, ek 4% Fo] 23:£04(x10%
mm’)Z F98A $718199(p<0.001), T 1250l &
3.0£05(x10%mm’)2 B&7)e Hls) 0.9:£0.4(x 10%
mm*)7} 74t (p<0.001), EEHEA W@xie) A
$ BFY) 22+03(x10%/mmDolM, T 4F Fof
27+04(X10%mm) 2§98 Z7tshed (p<0.001),
FoF 12543 3.3+06(X10%/mm") 2 Bi7)ol] vl
1.1%0.4(x 10°%/mm*7} Z7}+81%cH(p<0.001).

$H AL F AER®) HFRY fFe Yo
A4 gAelA 2243unitkgolAU T BUEY b A
T 1983unitkg® YAFY falo] vlatd FHoy
o 71 HolM FAF Fdde HAY + AU
(Table 1, Fig. 1).

3. eiEy WI} wn

1) O|&EHS

g2l 669 F oldtge] HEF FAE 214(31E
%)2 A AFE 3180t 24(3.0%)NM A1g e
%9 JABAE HUE F YUe o)durge] LA
A2, 2941(30%)E Adekate] #AAe] ¥Holgle
B, 1641(24.2%)0 X TG o] gurge APtte)
ARAAZE ANeH, UHA] § de dqdA e
A% gle Aol 74 & 44 ¢t

Algeie] ARBAE FAY F AAY AABA
7 £9 ol dtgogE A%F 4946.1%), F=H
7], B3, 5%, £3EF] 44 @ 44 AUz, Al
Fekste] AFBAT gle RN FF 34, FEE B
F 2 BHZ 24, 293, AT FF, J4EH, o)F
g 4, AL LAHTE, &8 Ege 1Y
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Table 1. Changes in Haematologic Values

Classification

(No. of patients) Baseline Week 2 Week 4  Week 6 Week 8 Week 10 Week 12
Hemoglobin  Total 67109 71+11" 75+12' 80x12' 86%16' 89%15" a6tls’
(g/dL) population(66)
Hemodialysis(50) 68+09 7.1+11' 74%.12' 80%15" 83x15' 8915 G7x13'
Peritoneal 66108 69+09' 7911 80%13' 93+19" 90*16" OG5t19!
dialysis(16)
Hematocrit  Total 20027 212+33" 228%36" 240%38' 258+49" 27.1+44" 203t46°
(%) population(66)
Hemodialysis(50) 20.0+27 21.1+35" 220%332' 235+38" 246+4.1' 269+45" 20+42'
Peritoneal 20227 21.6x307 249+37" 251+40" 290+55" 276+42' 209+57'
dialysis(16)
RBC Total(66) 22+03 22+04 24%=04" 26%05' 28+06" 28x05" I31x05'
(x10%/mm’) Hemodialysis(50) 2.1+03 22+04 23%04' 26+05" 27+05' 28+05" 31%05'
Peritoneal 22+03 23%03° 27x04' 28%+04' 32+06" 31x05' 33x06'
dialysis(16)
Reticulocyte Total 091057 08+052" 16x091" 13x05" 14£07' 12+076" 1.1+0607
(%) population(66)
Hemodialysis(50) 0.9+05 07+050° 15+098' 14£060" 13+071" 12+083' 12x075'
Peritoneal 10£058 09*053° 17+064' 12+043' 12+05 11105 08+040°
dialysis(16)
Platelet Total(66) 170£717 164=71°  190+74"  208=777 198+68" 202t77'  200te4’
(x10%mm®) Hemodialysis(50) 152+66 146+60° 176£72" 192£71' 181459 183+66' 185%55'
Peritoneal 2331545 227+716° 237£645 259£743% 247704 250t84.4' 2361627
dialysis(16)

mean £SD; "p<0.05, 'p<0.0l, *p<0.00!

o

, B 5%, 2LEET, AEDS, 1¥Y, A4 7
9 £%, FAUT FFN, H43, ¢E, ¥4
79 F4AG, AMY Fol 44 144 2AY F
F=EEE AYGHY ARBAE U F WG
A#BA7E BEY ot gelM BFL 2%F 14
AReW, FEFLEE 2%F 3d, F=7], EF,
5%, 23EFe] 747 1440)3} o] F FTFFe
2%%F 2 & o7t T8 s dPNFLE F
A A 9ol o)F oj gz <lste Aol FA|
g de gen, RE 3L 9NNE F BL =
T 245U AHSRe ARBAT} fE o)t
8 FFET 3F 69, F5F 14, FF 24, A%
o] & oot

PEANY F LAY FOg ooz ddE
gog @ F¢7t 64, AR Bt & doldrth
AYE "az ¥ FH F ¢ de THAF IRY

d2 FHA2FE Ned 93 dYsigott o A
Poae BEygol gl Aoz Fude] Y4AHS
A& APsYn, #AF APaAs YaxYe Ad4=
e g FAHNE £4& AP F 5oUvte] HY
ok g & dE 55 A4TE, #Y, 4
Soz dustgon} dd A on FER JAYAY
2 FEF Augen, o HyPalela LA ol
& A Ageke #de] gle Re2 BuEHUC
U] 4¢9) Q14 €L zk AER 3 HNYUEF,
ok, oy Egogien, APLF, Egoer o
AR 24 Atgsigiod, Mgk Rl o
' AR #HEUG YA 2de F4e] A=
HastHch Abg 3 oo e H2HMFeE F
AHen o i Agetnie] #AAo) gl R
g Bgsdo
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12.0 1
10.0 A
5 8.0 7 ¢ (48)}
3 syt (s3)r (52)
B 6.0 1(e6) ' (pa)t (60)
e
T 4.0 A
2.0 1
0.0 T T Y T T "
o] 2 4 6 8 10 12
Time(week)
40.0 A
30.0 W
£ + - (48)
= 4 t L (53)} (52)
g 200 Vg leay (60 (67° 59
10.0 A
0.0 T T T T T 1
0 2 4 6 8 10 12
Time(week)
4.0 1
Q
2 230 ] .
K] + (48)
£ ! s 1 (52)
e 3 53
5% 20 T Hoa te0r" (57)* (53]
2 1.0
0.0 T T T T T ]
0 2 4 6 8 10 12
Time({week)
3.0 1 - Total population
8
[ o
< 2.0
Q
2
=3
2 1.0 4 + L (57t .
QO
o (60) (53) s t
00 (66) L(64) (52)* *(48)
" T T T T T 1

0 2 4 6 8 10 12
Time(week)

(60t (57) (631 (52)*" (48)?

100 1(66) !(g4)"

Platelet(10°/mm®)
o
S

50 A -=- Total population
0 T T T T T 1
0 2 4 6 8 10 12

Time(week)

Fig. 1. Changes in hemoglobin(Hb), hematocrit
(Hct), RBC, reticuloc?/te and platelet lev-
els("p<0.05, 'p<001, "p<0.001).

2) YAEHAL MdH

gariel dHAYE FA FL FEAY QEzAL
A3 vz A3, fFofF ¥W3H(p<0.05)E vebd 3%
< Uy, TZEEFY LAY, alkaline phospha-
tase, SGPT, chloride, iron, TIBC, ferritin $°]%ith
o] & Wy X EEWSTAZL, alkaline phos-
phatase, SGPT, ferritin B|AA A HAQoz 3|8
2 Fasl HdeA ugdez ¥ F4 R o
Bol 943 9wl i%ittk Chloride®] 7% 85 A
folg Wzt vebtoy FielA HRgoz WG
d7t FAEYE Foz FLE o9 F7E €t
FYsAT 943 dule AT

Transferin saturation rate(TSR)& & oi4$k=
AAM FIRA 36%NAH 4F F 24%, 8F F 21%
T Fa7)d 2%2 A8 457 FRE FosA >
&3, ferritin® 71AX] 446ng/dLoAAM 45 F 428
ng/dL, 8% ¥ 29lng/dLE 8% FHE FeoldA #
28 ol AF}E X el zygoz
irone] A4 Ao o] &Hol wel FA37] WE
< Roez FAHUHFIg. 2, Table 2).

)Y

dgke) A9 F93A F7HE e A F
7] dgte]l 5F € 3FAUn, &Iy YL HF

0.5 A |+Total populationJ

0.3 A
%2 3(e6)
01 - (64)* (53)*

T
0.0 . (60)

0 4 B 12
Time{week)

-s-Total population]

Transferrin saturation
rate(%)

700
600
500
400
300
200
100

Ferritin(ng/dL)

Time(week)

Fig. 2. Changes in transferrin saturation rate and
ferritin levels("p<0.05, 'p<0.01, 'p<0.001).
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Table 2. Changes in TSR and Ferritin Values

Classification(No. of patients) Baseline Week 4 Week 8 Week 12
TSR(%) Total population(66) 0.36%£0.187 024+0.136* 021+0.170" 022+0091t
Hemodialysis(50) 0.38%£0.203 025%0.145" 0.22+0.191' 0.23%0.008"
Peritoneal dialysis(16) 0.2810.084 020+0.089" 018%x0.075' 0.18+0.0541
Ferritin(ng/dL) Total population(66) 44615128 428+689.2 201+297.2% 30113332
Hemodialysis(50) 436+567.5 472+ 776" 279+312.3"  305+361.17
Peritoneal dialysis(16) 482 +262.8 283+208" 329+2537 292+ 2601
mean =SD; "p<0.05, 'p<0.01
Table 3. Changes of Blood Pressure
Classification Baseline Week 2 Week 4 Week 5 Week 6 Week 8 Week 12
Blood pressure
SBP(mmHg) 1511191 149.1+207 1539+241 1564+227" 1545+226 1549+175  1532%19.3
DBP(mmHg) 855t85 847%131 876%108 892+125° 89.1*116 89.1+90 878186

mean +SD; ‘p<0.05

2 630Nt FAA A2F ¢ dFnIEol|q™
AA B F Ygho] et Barst gl £ A
FellA el 8o A4 Ay #AYE
A 4 gk (Table 3).

4) 8 22 XO0E SH|

3 ol Xoldd AL ELISA P$HE& AHS
gt 2AQsgew, WA 71FEA ol FAEZE Y
el 6708 Az did A Folo o At
£ oRE #Q3laR) inhibition test® AAIE A
g4 F4 A2E 19E AU by o 2e® 5o
o g% 3 dexzXolduw P MY de & o
E g&E 30 & g

I &

dejzzFoldel e HAF 44 AT T2ROE,
FHA AZY 718 g5l ALl sHsdA Hol
A2 109097 B7] ARAY A8 H71HQ wA
& FHAZTE F ol AN &9 A, AT
SESES AN T FURE A T, AF o
2zt 74 5& A2ANFHI, AT 89 TIA=
A e vHFY. 4R AxE A dezs=
Foldde %7 b ARA g o Al
ol A 120-360unit/kg/week FoHZ FE3 H#Es
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Phase HI Clinical Study of Recombinant
Human Erythropoietin(Eporon®) on
Anemia of Chronic Renal Failure

Suk Hee Yu, M.D., Chong Myung Kang, M.D."
Kyung Won Kang, M.D.", Ho Young Lee, M.D.*
Hyun Jin Noh, M.D." and Suk Gyun Shin, M.D."

Department of Internal Medicine,
College of Medicine, Chung Ang University,
Department of Internal Medicine',
College of Medicine, Han Yang University,
Department of Internal T, College of Medicine,
Yonsei University, Seoul, Korea

To examine the effectiveness and safety of eryth-
ropoietin on the anemia of end-stage chronic renal
failure, we administered recombinant human erythro-
poietin(rHUEPO), Eporon®, to 66 patients with anemia
and chronic renal failure who were undergoing he-
modialysis or peritoneal dialysis. All received Epo-
ron® intravenously, two or three times per week at
150unit/kg, and then the dose of Eporon® was ad-
justed to 75-300unit/kg/week according to the hemo-
globin response.

The results of this study judged 19(39.6%) of 48
patients as being in a “markedly improved” condition
while 23(47.9%) of 48 patients were judged as being
in an “improved” condition. At results, the response

rate of this study was 87.5%(42/48 patients). This
was the same as the target response rate, 90%(p=
0.564). Serious adverse events occured in 6 cases
during the study, but all proved to be unrelated to
Eporon®. These events included itching 1.(1.5%), urti-
caria 1{1.5%) and headache 1(1.5%). No patients dis-
continued to participate in the study except one pa-
tient who withdrew from the study voluntarily. The
symptoms of all adverse events eventually decreased
and disappeared during the clinical study. No factors
in the clinical laboratory tests changed significantly
(p<0.05) except for the decrease of TSR and ferritin,
a consequence of using iron hemoglobin synthesis
caused by Eporon° administration. Thz significant
increase in blood pressure, which could not be proved
to be related to Eporon®, disappeared during the study.
Anti-Epo antibody was not detected ‘n any sam-
ples.

These results demonstrate that Eporon® is effec-
tive in many patients with the anemia o>f end-stage
chronic renal failure.

Key Words : Recombinant human erythropoietin,
Eporon®, Hemodialysis, Peritoneal
dialysis, Anemia
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