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FFTE 100~250 ng/ml. HEFLER . wlHMER (B
2mg, J VIR T A S ERARAF, EET
H45020728) , K 2~4 mg, 5 H 3%, HR; 5
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MBI AL AE P 2GR YT AL P4 TR O
IR BRI, by B30 g, HITE D15 g,
NG 20 g, FAMINE15 g, EhE22T20g, WA
15g, B#K15g, BifH20g, BEH 17, MR,

i IR M AL AE U 253697 Feml_L 45 7 42 AR I
I BRI, AbTJr: 56220 g, ERIPFIAR 20 g,
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Cr. JREA (UREA). IR (UA) 1; FIRJTHI
S R A R L R R SO LA
2.3 FFHARE

S LB IZ WT BT bR ) il e I R b
e FEAA A T K e R BE G, HGB
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100x10°/L, BV =1 FEARE K S 2 S il
SE AR YIIH K, HGB 55 7% 120 ¢/L, 2% 110 ¢/L,
WBC ik 3. 5x10°/L, PLTA—EREER N, ki3
AR RS B RSt WD . RN I
RERI A, AN, HGBHEIAIFAT 1A NH
DLAERE K 30 o/L, FF4EFF3 AN HE L LI7 3hn
e, BN 3 A RS JERk: AR, gk
SE i RR i i
2.4 %itrFEFE

K HH SPSS 26. 0 854, Xt #r4E (FAS) 1)
FEIEMAER ST RO T B AT . ORI
BB B AR 22 1A, AT IR A Oy 2555
Ko, 2H N EE R H o K 56 5% Wilcoxon kRIS 565 5
ZH 8] e R PR 2R 7 229081, 81 Kruskal-Wallis
LR Z ANOVA RS . THECFORE LAUECRT 43 LU At
R, SR Pearson KRS . 25 9% 7 RER FH Kruskal-
WallisJEBHHG L, P<0. 05 FoRZERAGI¥5E L.
3 &R

EE R T 2018459 H 22021 4F 3 A rh[E =
BREBevisi B pe . Erh ERER) L TR, b
PR 2R 2E AR BE B A 194 TR 1 17132 B
(EARDLE R 1, HRA S 4 400 Hit 585
1], PR R I 24 0 i s R VT J 58T S 3 s
B 1849, 315674 (96.9%) A FAS, Hrpfy
1 R E RIS T AR IRV 75 1) o 45 4 161 A3
AATE0L A s #NBA L 18441, 25 IR 12H 191 4],
XiF B ZH 192 4],

3.1 BB HERTH LK

RN, SABRERLFR L EZE R TSI

R (P>0.05), HAA .

3.2 BB LT AE w MG AR LA

3.2.1 HGBi FE2/R, IRITHTAS UL HGB A
ERIG ¥ L (P>0.05) ., S5IRIFETH#,
BRI . M HGB 14 2 T (P<<0. 001)
5697 5 a5 41bEviet HGB B & T e (P<
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F 1 A5 A RV A R L O H BMHAAWANE (P<0.05), izhS % M40 5 %t
. EEmAL Ml ] MR A2 R RS2 L (P>0.05).,
(18445) (19143) (19245 3.2.2 PLTIER K2R, SAIRIFATPLT g2
RIS, Rs 42.99+22.01  42.02+22.41  44.14+17. 14 N e L
L SIGHFE L (P>0.05), SIBIFRTILE, &
HEi/em, Tts 160. 4+35.75 160.98+31.93  161.93+29. 88 N = o n o
/g, x*s 66.50+11.84  65.59+12.54  66.28+12.99 A {”J?}ﬁ « BEVTI PLT £ BT T+ (P<0.05) 5
B/, kes  37.68+52.25  35.88+51.55  26.66+45. 01 SIRIT IR L, AU PLT W B TR (P<
PR (%) 0.001). AT EFA LK ES TSI FEXL (P>
b 99 (53.8) 101 (52.9) 105 (54.7) 0.05); FEUFRFAMNE AR IMA PLT & THAWA (P<
;ﬁ oo e oD s 0.001), i F% L4115 0 BRAL A2 S e
/6] (%
2=\ SH Y ST 2 =
AAA 17 (9.2) 17 (8.9) 19 (9.9) B (P>0. 05; E’H{nﬁ'&ﬁja;j{/ﬁ\ttﬁ’ fin. L
CAA 167 (90.8) 174 (91.1) 173 (90.1) Frf 4 PLT B3 15 B R T H AR Al (P<
R (%) 3 (1.6) 4(2.1) 1 (0.5) 0.05), TiAMNE A 4l 5 %) 4]t 22 R e G it
s (%) 16 (8.7) 15 (7.9) 18 (9.4) B (P>0.05); BaE7EANE AR 4] PLT 3% g 1Y
BIFEM] (%) 42 (22.8) 46 (24.1) 48 (25.0)

VE: AAA, SPEFLAERIRHER L CAA, MPEFTAE AR R I .
0.001) . JAJ7 )5 #ME A= 14 HGB B i i3 T35 <55
MZH AT IRZE (P<<0.001), 253350415 T X R
41 (P<<0.05); FRfivB#hE A 21 HGB B e 5
AT IMAL AT IR (P<<0.05), 1535 L4l
HxBAEES LG IT¥E X (P>0.05). 4%
HIRIT TG ZZ(E LB, AN EF AR I 4] HGB o35 i
WAL T HAPIAE (P<0.05), #SFEMANLT

B, WEETFHAWA (P<0.05), i <HFIim
SRR 2= R e g i L (P>0.05),
3.2.3 WBCH#& K2/R, S4UIGYTHTPLT HoAk
ERILGEIFE L (P>0.05). S5AIFET A,
KAIRIT I . BEVIRE WBC BB FHE (P<0.05);
ERI7 )R A, A UABEVIT WBC I B T (P<
0.001) . IRYT A MBI £ 4[] 25 4 o g i 24 =
X (P>0.05). &40 PLTIGYY B o 22 (8 H g 22
SINEGE TR L (P>0.05),

XRERZH (P<<0.05); BEVTETAMNE A 20 HGB 3 i 3.2.4 ANCrdr K2R, F4UIRYTHTANC L
T2 BT AL IR EA YT TS K BE VI IR AL HGB . PLT, WBC. ANCZSBIEM (xs)
i H 15145 HGB (g/L) PLT (x10°/L) WBC (x10°/L) ANC (x10°/L)
AN 1 2
IBITHT 184 77. 10£30. 10 39. 50+44. 20 3.02+1.45 2.27£6.92
et ig e 184 103. 59+25. 23" 58.52+52.89% 3.34x£1. 34" 2.03+4.31"
Fiti 77 ik 161 114. 04223. 739 81.00+61.31% " 3.63£1.36Y " 2.25+4.45"
IBIT G SR ZEE 184 26. 49+21. 67 19. 02+45. 98 0.32+1.35 -0.24+5.38
Bt DB 5967 1T 25 (E 161 36. 94+29. 27 41.50+55. 73 0.62+1.55 -0. 02+5. 54
TR
JRITHT 191 80. 43+30. 67 42.31+80. 20 3.28+2.22 2.45+5.94
wITIE 191 92.32429.71% ¢ 47. 48+54. 879 3.38+2.74% 1. 64+1.47%
Fiti s s 164 102. 39+28. 79 ) © 60. 06+58. 87 > 3.81+2.89% " 1.81+1. 10" "
VAIT G SRR 2 191 11. 89+22. 37 5.18+75. 04 0. 11+2.78 -0. 81+5.91
BT I 5 VA7 T 22 18 164 21. 86+27. 67° 17.75+79. 09" 0.53+3. 11 -0. 64+6. 03
popiiEe:)
JRIT T 192 79.22+30. 38 35.87+51. 02 3.00+1. 41 2.64+7.48
AT )R 192 83.32+30.91% < ¢ 50. 75+60. 89 3.22+1.42% 2.57+7.21%
[GRRTIn 167 96.52+31. 179 ¢ 56. 69+60. 79" 3.62+1. 69" " 2.22+5. 139"
WEIT A 51T T 25 1H 192 4.01+20. 857 " 14. 88+44. 17 9 0.23+1.26 -0. 68+5.91
Ffi s S5 7R T i 2206 167 17. 30+32. 90 20. 82+53. 95 0.63+1. 82 -0. 42+6. 21

. HGB, IMZI&EH; PLT, Ifil/MR; WBC, HAIM; ANC, FPERigmiiti.
a) SARGAIFRTILES, P<<0.05; b) SAGIGITEIES, P<0.001; ¢) SHMEEIMLARME R, P<0.05; d) 5455 020 [ [a]

H#, P<0.05,
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ERILGIFE L (P>0.05). S5AIFET A,
FURIT IR ANCHEI FRE (P<<0.05), VIR 25
FRM A A SR b 2 S A G E 8 X
(P<<0.05), #MEA A S5IGT7 AT L 2 5 et it
R (P>0.05); SindrfEtei, #hEF A4
55 25 9% I 4 BE V5 BE ANC 3 8 E TR (P<
0.001), XTHAZHWIE TRE (P<0.001). ZH[H]LL#K
SRR, A AL 25 B ] ANC S H 22 {8 LA 22
TGRS (P>0.05),
3.3 B EBF G RGN B B 1A R RE 3 B R 4 o
iR LR

3N, SIRITRTILES, 16975 AR A 25 4
BE R TR . i/ B R RO R R
(P<<0.05); JAI7 5 B #0E AR i 28 £ 35 i it f91)
BB /DT IR M S5 X Rdl (P<<0.001), T
#5 IR 5 X IR L 22 R R ge it E L (P>
0.05) o JAYT 5 H J5 #MEF A= il 41 0 i v Ak 7 2T 4
ML ARR R, A A I A B AR R YT 4
BFIRIE . BEUTET, #ME AR A4 Tk A i 21
Yife . mn/MRERE, BLRD TR AR A S X R
(P<<0.001); &/ HF I 2H H & S vE B TR 40 40 i
/MR B> TXFREZH (P<0.05).
3.4 B EHE GG AP EIEZER S
AE B

KR, SABEWRITIPEIEGER S . A
Fi Ay LR 2 R G E R L (P>0.05) . iR
I7 i B DS 45 2 B EAE R B AR AL IR Y7 R I
FEAk (P<<0.05), H.BEUTAT 53697 5 W 8 F R
(P<<0.05). #4697 5 K BEVT B A 36 i P10 48
AR RT AR (P<<0.05), FEVTEES5I677
Ja b ZER TG FE L (P>0.05), £ 4lHKE
Vil XA a7 G th BEE R Sy . AR TR A L 2
SIGIEEE L (P>0.05),
3.5 BB ERF G RST RO

TSR, ANE A LA A RE(86. 4%) W I =
F 25 IRIMAL(78. 0%) LA IR (72.9% ), ZFHH
Giit#E L (x°=38.688, P<<0.001), Ifiz#s <M
HEXT AL ER LG I 22E X (P>0.05),

T3 AL PR R L AT H S AN TR 18] K B

W RIE AN, MRS [ (%) ]

217 i ] Bl BRI MR
AN BT 184 88 (47.83) 79 (42.93)
WY1 HE 184 21 (11.41) 25 (13.59)

BT 2R 176 4 (2.27) 4 (2.27)

W3 AE 176 3 (1.70) 4 (2.27)

BT 4G 162 1(0.62) 1 (0.62)

WIFS A 161 0 0
W6 HA 161 0 0
Fifi 5 sf 161 0 0
WARFMAL  JRITHT 191 89 (46.60) 77 (40.31)
WITIAHIE 191 45 (23.56) 41 (21.47)
W 2AAE S 183 15 (8.20) 13 (7.10)
B3 HIE 182 14 (7.70) 13 (7.14)
BT AN AR 168 9 (5.36) 9 (5.36)
BT SAHIE 165 8 (4.84) 6 (3.64)
BT 6N HIE 164 11 (6.71) 10 (6.10)
SNy 164 10 (6.10) 7 (4.27)
Xof B2 TRSTHT 192 100 (52.08) 84 (43.75)

BT IR 192 51 (26.56) 47 (24.48)
W2 A 182 10 (5.49) 5 (2.75)
W3 HIE 182 13 (7.14) 5 (2.75)
WITANHIE 169 15 (8.88) 14 (8.28)
WITS M HE 169 16 (9.47) 15 (8.88)
BT 6 H IR 167 20 (11.98) 18 (10.78)
Fiti 15 Hif 167 22 (13.17) 22 (13.17)

T4 KA HABRREIINEE IR, 1RITE MBETIRT
PENEER . AR BTREIT LU (4, xxs)
4151 WhE AR BRSBTSy
ANEF A= I 2H JRITHT 184 34.76%8.97 77.25+1. 24
WIYE 184 23.51+7.21Y  89.94+0. 35
FEDIE 161 19.85+6.40” " 91.80+0. 32"
AR JBITHT 191 35.1849.20 77.50+1. 16
WWIFE 191 23.42#5.53Y  90. 060. 34"
FEDTIE 164 20.8126.77" " 92.56+0. 34"
X R ZH BITHT 192 34.99+8. 92 77.90+1. 13
WITIE 192 23.16+4.857  90.720. 36"
B 167 19.366.779 " 92.7620. 37
e oa) SARIAIFRTILES, P<0.05; b) SARMBIFA L
&, P<0.05.

TS AT AR AL B DT I PR A4 R [ (%) ]
45 % HAR ZEfi A G 3 AL ek SR
AN = g2 BN 1K) 184 14 (7.6) 51 (27.7) 94 (51.1) 25 (13.6) 159 (86.4)
it IR ML 191 4 (2.1) 22 (11.5) 123 (64.4) 42 (22.0) 149 (78.0)
X R ZH 192 3 (1.6) 16 (8.3) 121 (63.0) 52 (27.1) 140 (72.9)
At 567 21 (3.7) 89 (15.7) 338 (59.6) 119 (21.0) 448 (79.0)
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3.6 ZAMILE

WITRI A A F T IIRE . O L JRF L
KEEHFERIWSH, 0I7IEH 8HIEE Crligm T
EH R, @3 5RmAyisy e, SRHEM0%
TR SORITIT AL, MU e, 2ZRYTs
R (P>0.05),
4 it

CRIERE) Fic RNRE, MR R,
U 57 7, BEE T B 24 X PR 0 A I SE il o
1991 4585 = Ji 4= [ P = 45 IO 2# R S 1L
AL TUL BT b R ERHIE AR, DS
BFKE . B PH R AE B PH R £ R R, DL B
Mm=" RFEEHRI, KHEHE 8577 ME
W R R SOIERSZ A, B ST N TR RS
Z AR, MRALA TCIR . (FE ) - R 2AERT)
= “EEERZE, IS EER SRS
SEMAAG I A A, I T M T SR RS . U A
A KR Tl 200 BRI o5 P 0, HARATE T
B HERE T . IR S RN B A i 2 i A
LRGSR, LB Z A, DT M IR A
BIOIH, RAREIER i, *MEREZIE, K
RIS, CHPHE, BPHEERE 4P, B A
ks, KB, Wb 8E, W SRS sk, 2
FEANP AR TN, BORERERN AR . SR AR ALIA
7 L AR i Ham 3 2 22 H i

AT A LB Rl v B2 36T I ) 2545 Bl vl
29RTT PR AT R, PRI R DRAIE A5 ZH 40 A 9 151 R 2
— 2, WOESR AL B R R RS T A
TIBUERERF I, LIS il IR 9 A 22 S 52
M 45 27 R L R M . AF SR 25 SR o, #NEFE
ML A ORI B AL T X B A2 IR ML, 145
SIRIMAL 5 X IR S A RORAE, SR B AR
RIRITRCR Eft, I B2 ST R0E — e MR
PEo SRR BRAEVY 25 3R 77 AN A6 20565 4t AR kA
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Treatment of Aplastic Anemia with the Method of Kidney Nourishing and Blood Engendering and the Method
of Qi Boosting and Blood Nourishing Combined with Western Medicine: A Prospective, Randomized,
Double-blind, Placebo-controlled, Multi-center Clinical Study

JIANG Peizhen', DING Yubin*, WANG Wenru', WANG Jinhuan’, XU Ruirong*, YANG Shulian’, WANG
Tao’, LIU Qifeng’, WANG Haixia®, SUN Antao’, SHEN Jianping”’, XU Yamei", LI Jianying”, YAO
Yuhong"”, DING Xiaoging", SHI Zhexin", ZHOU Yongming', HU Qi"”, SHEN Xiaohui"®, XU Yonggang',
LIU Feng', MA Rou', TANG Xudong'

1. Xiyuan Hospital, China Academy of Chinese Medical Sciences, Beijing, 100091; 2. Shenzhen Traditional Chinese Medicine
Hospital, Guangdong Province; 3. First Affiliated Hospital, Heilongjiang University of Chinese Medicine; 4. The Affiliated
Hospital of Shandong University of Traditional Chinese Medicine; 5. Langfang Traditional Chinese Medicine Hospital, Hebei Pro-
vince; 6. The First Affiliated Hospital of Henan University of Chinese Medicine; 7. Jilin Province People’s Hospital; 8. Weifang
Medical University Hospital; 9. Guang’ anmen Hospital, China Academy of Chinese Medical Sciences; 10. Zhejiang Provincial
Hospital of Traditional Chinese Medicine; 11. Dongzhimen Hospital, Beijing University of Chinese Medicine; 12. Shijiazhuang
Ping’an Hospital, Hebel Province; 13. The Second Affiliated Hospital of Guizhou University of Traditional Chinese Medicine ;
14. Dongfang Hospital, Beijing University of Chinese Medicine; 15. First Teaching Hospital of Tianjin University of Traditional
Chinese Medicine; 16. Yueyang Hospital, Shanghai University of Traditional Chinese Medicine; 17. Shanghai Municipal Hospi-
tal of Traditional Chinese Medicine; 18. Gansu Provincial Hospital of Traditional Chinese Medicine

ABSTRACT Objective To explore and compare the clinical effect and safety of kidney nourishing and blood en-
gendering method (KNBE), and ¢i boosting and blood nourishing method (QBBN) in addition to basic western medi-
cine in the treatment of aplastic anemia. Methods A prospective, double-blind, randomized placebo-controlled,
multicenter study was designed. With a randomized block method, the patients were divided into KNBE group,
(OBBN group and control group, accepting Bushen Tianjing Granules (%N HUR UKL ) , Buyi Qixvue Granules (¥b35/<IflL
Wik ) and placebo (half amount of Bushen Tianjing Granules) , respectively, in addition to oral cyclosporine A and an-
drogen. All groups were treated for two courses, with 3 months as a course. The blood routine test indicators includ-
ing white blood cell count (WBC) , hemoglobin content (HGB), platelet count (PLT) and neutrophil count (ANC)
the blood transfusion, traditional Chinese medicine (TCM) syndrome score, quality of life score, and safety indica-
tors were evaluated before and after treatment, and the adverse events were recorded. Follow-up was performed 1 year
after treatment and the effect was assessed. Results Of the initially included 585 cases, 18 cases were excluded,
and 567 cases were analyzed in the full analysis set (FAS) including 184 cases in the KNBE group, 191 cases in the
QBBN group and 192 cases in the control group. A total of 75 cases dropped out due to loss to follow-up. The total ef-
fective rate of the KNBE group was 86. 4%, significantly higher than 78. 0% of the QBBN group and 79. 2% of the
control group (P<<0.001). After treatment, the levels of HGB, PLT and WBC in the three groups all increased (P<<
0.05), and the KNBE group was the highest (P<<0.05). The HGB level in the KNBE group was significantly higher
than that of QBBN group and control group after treatment and at follow up (P<<0.05), and that in the QBBN group
was higher than in the control group (P<<0.05). The PLT level in the KNBE group was significantly higher than that
of the other groups at follow up (P<<0.001). The WBC levels in the three groups significantly increased after treat-
ment and at follow up (P<<0.05). The ANC level decreased in all three groups after treatment (P<<0.001), but at
follow up, it increased in KNBE and QBBN group while continuously decreased in the control group (P<<0.001).
The blood transfusion conditions of all the three groups improved (P<<0.05), and the number of participants in need
of blood transfusions in the KNBE group was the first to be reduced to zero (P<<0.05). The total TCM syndrome
score decreased in all three groups, while the scores of quality of life increased (P<<0.05). No serious adverse
events related to treatment occurred during the observation period. Conclusion The combination of KNBE and
(QBBN with western medicine has definite curative effect and sound safety in treating aplastic anemia, and can effec-
tively reduce TCM syndrome score and improve the quality of life. Moreover, KNBE group has better effect.
Keywords aplastic anemia; integrated Chinese and western medicine; nourishing kidney and engendering blood ;

boosting ¢i and nourishing blood ; randomized controlled
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