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ABSTRACT Objective: To investigate the effect of Zhenqgifuzheng granules on the clinical efficacy and adverse reactions of
idarubicin and cytarabine in the treatment of adult acute myeloid leukemia. Methods: 134 cases of patients with acute myeloid leukemia
admitted in our hospital from Febuary 2006 to August 2012 were randomly divided into the control group and observation group. The
patients in control group were given idarubicin and cytarabine in order to reach remission, while the patients in observation were treated
by the therapeutic schedule with zhenqi fuzheng granule. The clinical effect and incidence of adverse effects of patients were observed
and compared between two groups. Results: The complete remission(CR) rate of control group and observation group were 73.2%(41/56)
and 79.5%(62/78) respectively(P>0.05), the median overall survival(OS) were 13.9 and 14.6 months respectively(P>0.05). The incidence
rates of grade III and higher grade bone marrow suppression, infection were all significantly lower in the observation group than those of
the control group (P<0.05), the minimum of granulocyte was obviously higher than that of the control group (P<0.05), the duration of
agranulocytosis and thrombocytopenia were both shorter in observation group (P<0.05). The incidence rate of non-hematology side
effects such as vomiting, diarrhea, hepatotoxicity, nephrotoxicity, neurotoxicity, disorder of heart rates, rash, pyrexia and so on was
significantly lower than that of the control group(73.1% vs. 100%, P<0.05). Conclusion: Zhengqi fuzheng granule could effectively reduce
the side effect of idarubicin and cytarabine in the treatment of adult acute myeloid leukemia, but had little effect on the clinical efficacy.
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Table 1 The comparison of clinical feature between two groups

Control Group Observation Group

N 56 78
Sex
Man 22(39.3%) 32(41.0%)
Woman 34(60.7%) 46(59.0%)
Medium Age 39(13~69) 41(14~75)
AML Type
M1/M2 5/14 8/24
M4/M5 4/26 2/37
M6/M7 2/0 3/0
Undifferentiated Type 5 4
Medium WBC(x 10°/L) 20.3(0.6~174.4) 18.1(0.73~226.7)
Medium HB(g/L) 73(18~144) 78(21~132)
Medium PLT(x 10%L) 68.4(16~563) 54.2(9~333)

HE R R] S RSB [ (LI T 0.5% 1071 S ARiE), Il /INi 2 i 21
T RARRREET ()55 . 48 H W R AR AR S O A TG
TEH Y R A DL R HAL R G R A AN R RN o AT 51 i1
2013412 A 31 H,
1.3 X857

WHZH 5 58 SEGHA () 5 28 18 35 SCRep B RTF | Lk AR
i H RS RFIRTT o TR I (BB VA R , R T A 4 ff
BEVE /D, 2R A G-CSF 5k GM-CSF T D)W Z3AY7 ; RS L%
28T I S A3 I A S RRIRYT o A T R R IR B R B
IR SRS S B Wk B E MY B T UBURYIRIT
L4 Gt

R FH SPSS14.0 #f4 %} BTt BB HEA T4 % b o 31
STORIAR R BRIEZE(x s)FIR , ALNTRYT HIS M5 B LR
PERLST ¢ K56 5 THECTERI U DL 0 R A LU R R
e, L P<0.05 O 22 5 A geit s B AR,
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of B ZH DU 2% 4H AR WA T O 28 58 IR AT AR 43 ok
78.6%(44/56) F 89.7%(70/78), #HIH] i F g2 F i X
(P>0.05); PiZH5E 2R3 (completely remission, CR) 435k
73.2%(41/56) 1 79.5%(62/78), 22 R 7R T 45 it2: 2 X (P>0.05),
HELER 2,
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Table 2 Comparison of the clinical efficacy between two groups

CR(%) PR(%) NR(%) CR+PR(%)

Control group 41/56(73.2%) 3/56(5.4%) 12/56(21.4%) 44/56(78.6%)

Observation group 62/78(79.5%) 8/78(10.3%) 8/78(10.3%) 70/78(89.7%)
P value >0.05 >0.05
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Fig. 1 Comparison of the clinical prognosis between two groups R R A2 0 2R TR IR (73.1% vs. 100% , P<0.05)
(W3 5).
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Table 3 The comparison of incidence of hematological toxicity between two groups
Minimum of granulocyte Duration of agranulocytosis Minimum of plates Duration of thrombocytopenia
(x 107 (d (x 107 (d
Control group 0.04+ 0.12 28.5+ 54 35.66x 9.78 172+ 6.9
Observation group 0.33+ 0.09 11.9% 4.6 42.14x 7.46 9.8+ 3.7
P value 0.027 0.046 0.355 0.042
®4 MARRREBRNLER 3 Wi
Table 4 The comparison ofincidence of infection between two groups
Control group Observation group SUPERE AR AR S T / A A0 A Y ST R e,
Lung infection 18/56(32.1%) 14/78(17.9%) 375 A oA A5 b T30 9 B, LA D 0 200 R 300 S At A A
Oral infection 14/56(25.0%) 10/78(12.8%) T o 3 AT BEL P T 3 A 4
Intest.ine.il infe.ction 11/56(19.6%) 13/78(16.7%) fb. ERT AR BB il et 1~2 SR A S 2 Ak
Skin infection 9/56(16.1%) 5/78(6.4%) R B B
Boad nfection Y36(14.3% 8G.1% i s R DA M5 4 AR L WL A L B k3
Others 4/56(7.1%) 1/78(1.3%) B R A ARYT  LUHVERR B 3N ik BR AR, ARk
Overall 64/56(100%) 47/78(60.3%) e S IVEE AR ES Sl S S e L L E S
P value 00 2 AL PG 22 P R 11 L5 A 01 R R A5 A (<
%5 WAENRSEER ML SR AP X R T AR AR EEZRFARREATEN
Table 5 The comparison ofincidence of non- hematological toxicity BIRE, &) T 40, B REHS T A 2015 5 DNA HERTZE,
between two groups 0] DNA 1 RNA Z R ; HARNF =it 2 B aka

B F PR TR R A RR S RAR AR, g 1 P SR 4L

Control group(%) Observation group(%)

BRI A~8 Ao (LRI H] 0 CR A AR AL 7 RERI SO AR

Vomiting 17/56(30.3%) 13/78(16.7%)
Diarrhea 9/56(16.1%) 4/78(5.1%) BE 2R AR B R R BN ko, SR AEH R + R
Hepatotoxicity 13/56(23.2%) 11/78(14.1%) FALL, 22 AR LI 2 + BRI T (917 ) 48 T8 12 I i 2 78
Nephrotoxicity 21566.6%) 278C.6%) LS 7SS I AR 349 A DA 2 5 R
Neurotoxicity 2/56(3.6%) 0/78(0) BN N . BN
Disorder of heart rates 10/56(17.9%) 10/78(12.8%) HOSENRT 1728 B IRIT (R HOATED, P, 98 AT
Stomatitis 11/56(19.6%) 10/78(12.8%) J7 S BRI R Y FBex it — 25 4 o 97 ACRA B IR
Rash 6/56(10.7%) 4/78(5.1%) PSR S
Pyrexia 6. %) STEC %) TR PGl PRI 525 FBATRUR 3 . 2601
Overall 75/56(100%) 57/78(73.1%)

o oo e AR BB, I RTCLETS A T2 36 51
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