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Summary The efficiency and safety of a Lentinus edodes mycelia (L*E*M®)-containing diet
(CORELEM®) were examined by repeated oral administration at a dosage equivalent to 1,500 mg
L-E*M®/day to 66 patients with chronic hepatitis C (40 men and 26 women, average age: 62) for 24
weeks with placebo as a control using a double-blind parallel-group comparison test. Among the
efficiency indices, both AST and ALT showed a significant reduction in the average variations
(p<0.05) after 8 weeks, y -GTP also showed a significant decrease (p<0.05) after 12 weeks in the
CORELEM group compared to the placebo group, but HCVPCR exhibited no significant variation.
Furthermore, during diet ingestion, both groups showed no serious adverse events nor any significant
variations in the hematological, blood biochemical and urine tests, indicating that CORELEM is

effective in improving the hepatic function and can be safely ingested.
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Table 4 -1 Variations of hematological assay results (actual measurements)

HH i g Visit 1 (-238) Visit 2 (0:) Visit 3 (438) Visit 4 (818) Visit 5 (1238) Visit 6 (1618)  Visit 7 (2438 - #& T k)
B I EREL(F/ . L) a7 L LB 5.42+1.796 5.40+1.821 4.86£1.717 5.15+1.721 4.95+1.732 5.0441.808 491+1.711
77 e REE 4.97+1.308 4.96+1.219 4.88%1.520 5.06+£1.539 4.88+1.238 5.12%+1.474 4.96+1.227
FRIMBE(E T/ uL) IT7LARE 4352406793 4201+0.6740 4222406480 4192406380  4.101+0.6424  4.164+0.6426  4.145+0.6072
TR 4417404559 4398404547 4356103877  4.338%0.4061 4347103689  4.42740.4101  4.393+0.4183
Ifn 8 3 = (g/dL) a7 LA 13.73+£2.203 13.43+2.164 13.32£2.145 13.19£2.128 12.87+2.173 13.06+2.176 12.96%2.067
77 E KB 137811379 13.78£1.331 13.65+1.208 13.54£1.279 13.62£1.158 13.94+1.257 13.81£1.305
AT 7Yy ME%) 3T LA 424746437 41.52+6.152 41.53+6.041 41.23+6.003 40.32+6.186 40.78+6.342 40.4816.133
TIEAREE 425943683 42.38+3.685 42.61%3.120 41.75+3.834 42.01+3.335 42.6943.255 42.24+3.459
/MR EL(R/ e L) IT7 VAR 15.67£5376 15.86+4.726 15.13£4.510 15.12+4.543 15.69+4.971 15.72£4.919 16.02+5.937
7L ARE 15555379 15.50+4.965 14.8745.761 15.66+5.607 15.30+5.215 15.85+5.289 15.6145.060
TP R (%) a7 VLB 0.3940.343 0.53£0.290 0.4720.302 0.4540.318 0.47£0.400 0.5240.309 0.5340.369
7T REE 0.56+0.373 0.42£0.290 0.4240.273 0.43+0.299 0.43%0.292 0.4410.308 0.45+0.409
TR %) a7 L LR 2.48+£2.274 2.73+2.448 2.5742.168 2.61+£2.273 2.5242.413 2.5242.533 2.861-2.352
75 e AREE 3.28+2.497 3.00+2.223 3.124+2.904 2.7242.051 2.66+1.820 2.47+1.995 2.64+2.225
TFHIER(%) a7 VAR 512948715 53.234+10.254  48.97+9.325 49.71£9.210 49.89+9.923 52.80+9.840 52.06+10.157
7R 50.86+8.405 50.8747.534 50.78£8.255 49.86+8.147 48.51+8.381 50.3319.036 51.26%8.871
1) ¥ 78ER(%) a7 VAT 39.58+8.481 36.669.524 41.05%9.003 40.46+8.752 40.14+9.129 3843%+10.069  37.5749.467
77 EAREE 39.20+8.664 39.0548.470 39.09+8.717 40.64+8.472 41.38+8.610 39.53+9.161 38.6718.371
HER(%) a7 L A% 6.26+1.859 6.85+£1.595 6.95+1.798 6.77%£1.956 6.9912.202 6.80+1.775 6.9812.167
77 AR 6.10+1.793 6.66£2.077 6.59£1.655 6.34£1.620 7.02+1.811 7.22+2.360
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Table 4 -2 Variations of blood biochemical assay results (actual measurements)

HH fid Visit 1 (-2i8) Visit 2 (078) Visit 3 (438) Visit 4 (83) Visit 5 (1238) Visit 6 (1638) Visit 7 (2438 - # T )
AST (IU/L) a7 L LB 76.8+53.78 85.5+81.47 88.8465.93 63.4+31.26 69.2+35.56 72.3+35.99 71.3+44.13
AR 66.11+25.71 65.4+24.64 72.1+31.62 69.2+30.32 68.230.67 66.6+32.40 66.4+25.65
ALT (IU/L) ITLLE 94.1+76.45 102.0£111.52 105.394.67 69.1+40.47 71.6+46.77 80.7+49.19 77.6+49.04
7 FEE 78.9::37.86 77.9+39.07 84.1+50.78 78.8+42.66 76.9+39.81 76.0+40.53 78.0-:38.66
 -GTP (IU/L) IT7LLEE 114.8+196.75 128.2+265.26 127.8+237.68 113.8+£191.97 97.9+166.56 108.8--189.10 922417277
7o R R 57.8+44.95 56.841.71 60.9+50.99 60.0%49.99 60.9+47.37 69.963.03 60.6+54.51
HCV 2 7HfRE R (U) 27 L LB 264.71+274.289 265.04+293.082
75 bR 203.85+125.406 195.77+118.588
FERMHCVPCRNA LYY a7 LA 3.0071+0.62141 30041061948  2.9097+0.78021  2.7496+0.85263 27256087866 28176093332 2.8954+0.88269
O R 464 7T K 3.0678+0.66992 3.0447+0.62602  2.9956+0.68646  2.9415+0.81633  2.9429+0.76406  3.0295+0.73058  3.0600+0.76903
LDH (IU/L) A7V LE 208.8+42.07 219.5+56.83 211.2438.21 203.9+33.93 207.2+33.70 207.7:£30.78 208.4%36.24
EA 204.7+39.24 199.3+35.25 2 ; 201.6+32.93 202.0+42.06 200.7+38.58 202.9+38.85
ALP (IU/L) AT VLR 316.6+118.31 3202+131.18 313.8+113.16 319.0+100.61 3026 100.50 310.8+93.84 313.5+96.41
PAE 364.6+139.92 354.0+120.08 3522411294 335.8£98.64 332749330 348.3+101.01 344.4+93.12
BEH (g/dL) A7V LEE 7.52+0.547 7.44+0.526 7.43+0.639 7.39+0.558 7.3620.596 7.49+0.663 7.49+0.596
77k HKE 7.48+0.526 7.47+0.403 74240439 7.41+0.536 7.45+0.551 7.57+0.617 7.58+0.457
TNT I ¥ (ghdL) 7L LB 4.06-£0.278 4,0240.251 3.98+0.289 3.96+0.258 3.98+0.313 4.02+0.299 4.000.368
77 LR 4.04£0.429 4.02+0.410 4.00+0.421 4.00+0.400 4.07+0.281 4.11%0.317 4.15+0.304
y 707 (%) a7 L LR 23.765.566 23.65+5.451 24.08+5.548 24.21+5.832 23.95+5.924 23.91+5.716 24.42+6.338
pA LN 23.62+6.155 23.54+6.345 23.49+5.793 22.52+4.490 22.66£4.590 22.53+4.412
A/GLL a7V LE 1.208+0.2184 1.206+0.2195 1.187+0.2167 1.191+0.2375 1.2114+0.239%4 1.196+0.2370 1.189:0.2648
7T KB 1.208+0.2424 1.192+0.2337 1.194+0.2229 1.203+0.2149 1.227+0.1871 1.208+0.1860 1.23540.2060
PT(H) A7V LEE 11.95+0.781 11.87+0.794 11.87+0.731 11.80+0.865 12.04+0.926 11.880.823 12.10+0.955
75K 12.22+0.939 12.23+0.923 12.00+0.936 12.05+1.002 11.9240.900 11.93£1.072 11.99+0.888
IYrIA+F=¥AUL) T LLE 4000.7+1238.91 3902.8+1213.94  3850.7+1226.61  3787.7+1206.54  3795.4+1176.44  3901.8+1243.09  3885.8+1245.76
77K 4162.2%1407.32 4082.0+1370.66 41522+ 1400.68  4201.6+1420.79 433334124579  4428.9+1338.98  4464.8+1331.60
)L E ¥ (mg/dL) = AWFN 0.62:0.278 0.61+0.328 0.73+0.462 0.61+0.305 0.66+0.378 0.63+0.314 0.63+0.354
75 R 0.71£0.392 0.71+0.363 0.73+0.356 0.65+0.260 0.65+0.281 0.60+0.255 0.61+0.268
B Y V¥ > (me/dL) VAN - 0.29+0.134 0.31+0.164 0.360.211 0.3140.175 0.310.201 0.29+0.154 0.32£0.209
75 R 0.33£0.179 0.33%0.169 0.34+0.166 0.300.140 0.29+0.126 0.28:0.129 0.280.150
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Table 4 -3 Variations of blood biochemical assay results and urinalysis results (actual measurements)

HE B Visit 1 (-2i8) Visit 2 (038) Visit 3 (438) Visit 4 (838) Visit 5 (1238) Visit 6 (1638) Visit 7 (2438 - #THF)
AR R (mg/dL) a7 L AR 105.1449.69 112.9455.96 103.2£42.62 119.5+67.60 114.3+56.37 108.3:£32.77 117.1450.25
75 b ARE 116.5+62.73 113.4+60.04 131.9:£75.05 122.7+60.71 122.5+50.43 121.74£59.52 131.1£67.83
WMo L AFO—l(mgdL) 27 LAl 161.8+£39.30 157.2431.01 153.8£29.84 157.8£29.94 154.4£30.74 160.6£32.61 155.5+31.14
75 KB 169.2£30.30 166.3£27.76 168.8£25.12 163.127.99 169.0-:22.74 171.9422.81 174.0+23.65
HDL-C(mg/dL) a7 L LB 51.1+17.82 48.8+16.12 4931532 47.6+14.16 48.314.40 49.6+13.86 48.7+15.49
A i 533+15.92 51.24+13.04 52.4+14.69 51.9+16.92 53.0+15.74 54.2+16.60 54.7+16.64
1A (mg/dL) a7 L AR 99.1£31,77 113.9£58.23 105.4+41.25 113.2+48.38 115.3452.39 111.9+£38.10 116.0+44.34
7L K 96.5+13.46 107.3425.01 108.5£28.72 102.3£21.03 102.6%21.37 98.4+15.00 103.9+20.07
yULTFr¥F—EAUL) TTLLE 122.663.73 156.3+250.95 114.0+62.29 118.6£75.99 107.7£71.50 114.1+68.06 121.0£97.68
75 REE 114.6164.72 95.1£38.09 97.41+44.46 109.0+59.99 97.8+57.28 90.3+39.47 109.8--80.70
JRFZEF (mg/dL) a7 LB 15.8+£4.35 15.7+4.19 15.5+4.38 15.1+£4.77 14.8+4.20 15.0+4.44 14.94.90
TR 15.243.35 14.9+3.21 15.8+4.07 15.5%5.16 15.0£3.64 15.8+4.43 153+4.28
7 L7 F = (mgldL) a7 L LB 0.748+0.1936 0.743+0.1790 0.733%0.1961 0.733£0.1738 0.725£0.1793 0.752+0.1927 0.7260.2003
75 R 0.728+£0.1481 0.728+0.1353 0.721£0.1505 0.738+0.1778 0.719£0.1433 0.748+0.1743 0.714+0.1506
FREE(mg/dL) a7 L LB 5.15+1.483 5.13+1.566 5.16+1.473 5.09=1.490 479+1.404 5.10£1.392 4.78+1.450
75X 5.27+1.321 5.24+1.450 52941523 5.36+1.762 5.34+1.251 5.61£1.561 5.40+1.414
+ 1) 7 L (mEq/L) a7 L LB 140.0+3.23 139.9:£3.90 140.3£2.89 139.9+3.10 140.13.08 139.843.15 139.83.56
75k KE 14024233 140.9:£1.44 141.0£1.81 141.0+1.75 1409+ 1.64 140.5+1.88 141.0£1.86
H V7 2 (mg/dL) a7 VLR 8.84£0.366 8.75+0.403 8.71+0.387 8.63+0.317 8.64+0.331 8.73£0.363 8.68+0.372
75 R 8.90-£0.434 8.860.447 8.80+0.417 8.82+0.403 8.8540.340 9.03+0.438 8.94:0.344
#1) %7 2 (mEqg/L) a7 L LB 4.33+0.567 4.18+0.389 4.1610.449 4200414 4170442 4230428 4.38+0.559
77 KB 4.17£0.374 4.08-£0.305 4.031+0.347 4.11£0.369 4.17+£0.413 4.16%0.386 4.19£0.414
Z 0 — v (mEq/L) a7 L LR 105.0£3.32 105.5+4.15 105.8+3.19 105.1%3.37 105.6:3.81 104.8£3.35 104.7+3.68
75 R 105.1+2.88 105.742.33 105.7+2.42 105.7+3.04 105.1£2.22 104.542.65 104.52.32
JRICE a7 L AR 1.0195£0.00774 1.0202£0.00552 1.0210=£0.00583 1.01840.00789 1.0188£0.00678 1.01870.00540 1.01880.00583
75 bR 1.0186+0.00650 1.0184£0.00734 1.0186£0.00732 1.0180£0.00726 1.0178£0.00702 1.0153£0.00790 1.0167£0.00620
FPH a7 L LB 6.0310.649 5.85+0.579 6.0610.680 6.08+0.720 6.00+0.602 6.25+0.763 6.08+0.644
A 6.300.949 6.08£0.824 6.2040.781 6.18£0.663 6.47+1.008 6.16+0.745 6.24+1.004
A =3 27 LAEE 139.048+£762743  130.902482.5358  133.049+67.3519  118.793+66.8336  125.070+£68.4308  116.759£53.6963  125.925+66.6029
TS5 REE 1274461700195  119.594%61.2527  119.854+65.7603  129.743+87.8355  102.110£60.5231  101.179£91.6839 96.705+49.0372
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(standardized values)

Variations of blood biochemical assay results

Table 5

TH)

Visit 7 (2438

Visit 3 (43) Visit 4 (838) Visit 5 (12:8) Visit 6 (1635)

Visit 2 (058)

HH

0.1921£0.02875 0.2039+0.02889 0.2105£0.02889 0.2085+0.02889
0.2886£0.02666

0.2486+0.02846

27 VA 0.2444+0.02819

75 b KR

AST (IU/L)

0.2803£0.02680 0.2742+0.02700

0.2922+0.02680

0.2895+0.02613

0.2380+0.02634

0.1537£0.02488

0.1585+0.02488
0.1955%0.02010

0.1442+£0.02488

0.1415£0.02471
0.2065£0.01998

0.20110.02440
0.2057£0.01966

a7 L LR 0.1982+0.02386

75 KEE

ALT (IU/L)

HHE R Vol. 31, No 3 (2008)

0.1970£0.02020

0.1990+£0.02010

0.1806£0.01977

0.1544+0.01230 0.1530£0.01251 0.1389£0.01272 0.1261£0.01286 0.1350%=0.01286 0.1214£0.01286
0.1326+0.01381

a7 L LB
75k KEE

y -GTP (IU/L)

0.1390%0.01398

0.1672+0.01381

0.1352£0.01358

0.1391+0.01306

0.1198+0.01328
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Table 6  Test for interaction between different times and groups in efficiency indices

DIES T4 Ehzz): 3 FHE PfiE
AST FEUME 5 291 2.61 0.0248
FRHEAL 5 291 277 0.0185

ALT FEHIME 5 291 3.21 0.0077
RHEAL 5 291 2.95 0.0128

y -GTP FEHME 5 291 2.64 0.0234
TEHEAL, 5 291 2.5 0.0307

HCVPCR | FEIfE 5 289 0.46 0.8048
el 5 290 0.56 0.7296

Table 7 Interaction among group-genotype-time

BYE S T F H FiaE PfE
AST EHIME 20 270 1.84 0.0167
TRHEAL 20 271 1.84 0.0172

ALT W E 20 271 1.84 0.017
el 20 271 1.83 0.0178

y -GTP FEUIE 20 271 0.28 0.9993
el 20 271 0.28 0.9993

HCVPCR | ZFEillf# 20 270 2.28 0.0018
FEHEAL 20 270 0.94 0.536
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