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ME2-4 BB SR % B, AT R T . AR
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AT DL B g O 4 i Al FH 25 9 5 1A S 4 28 A R 2
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32 g BAS EHH 2, BIR 148, 8K 2%, 7R 12
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X HREH - 55K A D600 (BRRES D3 J, 7 B [ —H &Y
il 254 BR 2N 7] A 77 [ 265 ME 5 H10950029) , 4 F 55 ik
245 1.5 (A 3L ZE45 600 mg) , 4E4E 2 D3 125 FE bR
BN . B30 AL H LR GCERR LR P RE 12N H
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(250HD, #1t5-:30243306) , 4R 55 IR 2 (PTH, L5 -
30266602) . B #5 2% (BGP, it 5 : 34013501) 4k TR fig
Jir v ZE K K (PINP, #6451 29730501 ) B SR 455k
FE4 (B-CTX, 4L 5 : 29186201) B 11 B 2 i (ALP, 1L
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BE )| rerasonita- 29

HeR(n = 44)
SRR ELANFTAE (n=15)

7 R A (n=20)
+HARE (n=9)
M AuL-Be (n=191)
l h\m Y
| SNRIEA (n = 118ﬁ—f NS RA (n=1T73) |
3R K (n=1) ) 3A%5 (n=0)
68 %35 (n=3) 6/ %35 (n=2)
9A %% (n=16) 9A %5 (n=2)
128 %45 (n="T) 128 %% (n=3)

! —— )
év‘l)\éa\#fr(n=111)Lny MALHT (n=170) ‘
E1 ZikEEKREE
F1 ZINEELEE

B X702 KI(n=118) *EA(n=73) PAa
B (/3 ) 96/22 54/19 0.227
F#(F) 66.45 + 6.75 64.51 +7.29 0.06
% 2 B 1) (5F) 16.52 + 6.34 15.12 £7.22 0.56
BMI 3% % 24.34 +3.28 23.94 +2.52 0.378
A BMD 0.881 +0.08 0.894 +0.10 0.78
JEAME T A -1.53 £0.71 -1.50 + 0.81 0.72
HE3K BMD 0.739 + 0.27 0.802 + 0.08 0.05
B TE -1.37 + 0.69 -1.23 +0.59 0.06
VAS #F % 3.52+2.17 3.49 +2.65 0.843
SF-36(PCS) 4377 + 8.42 44.30 +7.42 0.969
SF-36(MCS) 45.92 + 8.17 44.07 +7.18 0.955

BITHT GRITE 6,12 F Bef g 3 1 H L AT 2 g
(ALT AST) .5 ZhAE(BUN.Cr)
1.5 “%itxs %

i SPSS 21.0 BAF AT Ge it o3 B, e e it48 = i
N, 2R FH 4 M1 4E (Full analysis set, FAS) FIfF & 7 %
£E (Per protocol set, PPS) 17581143 M1 o X T Ik 4F
i M PR S BV FAS R PPS o Xof — e
SETHECRER IR A TR GE T OGRS 5 18 JBokh 1k
AT N7 22 550 R ¢ K 5 5 ANl R TE AR A3 AT B
72 55K F Wilcoxon A7 5 K 16 o

2 #R

2.1 WRAEHR
Wi 2H g AT 7 22 00 SRR 1 R s 30

R2 MAREEHE.BDETETAER

28 %) &7 AT BHEBE6HA BREIZA
KL 0.881+0.08 0.869 +0.08 0.865+0.11
JEAHE BMD
A 0.894+0.10 0.874+0.12 0.865+0.13
KL -153+0.71 -1.70+0.65 -1.71+0.99
JEAME TAE
A -1.50+081 -1.68+1.05 -1.72+1.05
. KEZL 0739027  0.764+0.09 0.760 + 0.10*
A3 BMD
sPEEZE 0.802+0.08  0.803 £0.09 0.556 +0.18 *
. KIL -137+0.69 -1.48+0.67 -1.53+0.65*
PR TIE
sPEEZL -123+0.59 -127+0.63 -2.06 = 1.02*
VE: 58RI, P < 0.05; LR AR ML, 4P < 0.05.
D 191 6, 50 2 118 491, X BB 20 73 451 5 2 6 H Pl
Vi, RIS LR 75 4 51 5 X FRZH L% 0 45, 265 12 A BT,
BRI ZH IS 15 7 1), X REEH 2175 3 1), B J5 A A GE TR

5 A% BT 111 ], X BEZH R 70 491 (L 1)
22 EREFH

PILE AR R RIS BMI VB I6IT T K
Ji VAS VP43 (SF-36 A2 1% ot 5 P43 (MCS) T3 22 7 3
TGt X (P > 0.05), HE&—8(FE1),
23 MAEITA R B

P 2H A BMD ELZEIR YT /T AT 5 6,12 J B, i
JE e TE 2 5 A B T2 5 (P > 0.05) o P2
#B BMD A, XA 7E 6 H BT 3.32%, 12 H B 4 32k
A 5 2.84% , (H 22 55 TLHL 112478 (P > 0.05) 5 X &
HAEBIT G 6 AWt 567 AT T A2 1k 697 e 12 H
B SRR L R TR, ZRA ST FE (P <
0.05) 5 iz 46 2H 5 0 15 2% BEAEIR YT Ja 12 H B4 T 6T AR
H,ZFAZRIFEL(P<0.05)(£2),
24 &I G R RA AR LA

WAL 25- R A AE R DIRIT IR 6 12 BT
W, SIGIT AT R 22 A G 2E 7 (P < 0.05) ; 41 1]
He3s IR YT I 6 H B IG 4LIK T X R4 (P < 0.05) ,ifA
JPJE 12 A ALIA F A e 25 57 . PR AL BB IR 52 B i
2 (PTH) .- JEHFFIK T 51 (B-CTX) B 5% (BGP) |
M55 (S-Ca) iY77 5 6 A FiGYT I 12 A #4A W W B,
ERYT T A 22 AT B B L (P<0.05) , AN [R] s i)
S OB TE 22 S o AR 4 TR i G i A2 < ik
(PINP) /K- AEIRYT Hi 5 T2 4k, W R AEIRYT IS 6,12
H5IRITHT A R R, H2E S A gt (P <
0.05) ; 41 18] b %5, ¥R 7 I 6 A Bl 56 4 i 1 %o i 4
(P<0.05) 3675 12 AP LR B2 5 . Pl
FORMERE IR BG (ALP) ZE36YT RS o AR 1k, g2
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0.05) . PIZH & AR ] 55 VAS PE43 LU 88 22 5+ 44 T

483 A BHAB6R  HAEI12A GiiteFE L (P>0.05)(F£4),
rs (oD I 2398961 20356125 1825+ 6.37* 2.6 M4 SF-36+F4 ik
A 23924800 2304621  19.19 + 6.47+ 16 BB 0 A E R BT 4 2R TR I E (PCS) Bk A5
o HKIEM 298153 413+ 151% 403+ 1.58% T RIS B PCS PEAMETATFIE 6.9 .12 H 587 i
B e B P 4 s X B JBR A B PCS T AR 7EYRYT IS 912
bt KB 0295+0.16 0390 +0.20%  0.394 + 0.18% HOSVA R e L 2 R S (P <
AEE 0220009 0369 +0.19%  0.376 +0.18% 0.05). WL ks 7536979 F 12 F J5 8 1) PCS
oD I 45241610 46.56 + 17.93% 4279 + 18.79 AR B SR TR IR 25 S B Y (P <
HEELL 48.69 +18.03 40.05 + 14.67% 4361 + 17.75* 0.05)(F 5-1).
X I + + +
P aaesor Hsossei emwagey (PRI LM ECS) Ry
KIpsl 7443 +18.98 73.88+17.21 7621 +23.91 W AL MCS PEOMETRTT IR 6.9 12 3 58Tl
A A 76.67+22.14 70.68+17.14 7333 +24.85 PRI 4 R o X MR AL Y MCS PF TR IRTT IS 9
KB 112015  1.08+0.14 118 +0.15%* 12 73 5iR75 v B Wl B i, 22 57 A7 i i (<
P dmm L14s007  109£005  L18x0.14 0.05) PI4LME] LA, 7277 9. 12 H Jm B4 9 MCS 2
o, | KBE 2265011 2345:012¢ 23482000¢ s, G A R T A, 2 R A G L (<
—Ca

AR 2260+ 0.09  2.378 £0.09%  2.345 + 0.08*

i 5B ATARML, *P < 0.05; B4R 48, 4P < 0.05.
MBEAEIRYT 12 A JEMA T, SIRIT T kiR Z R A 4t
T2 B (P < 0.05) , % BE 4] i 8% 75 36 97 A 5 648
fh(£3).
2.5 WG AE VASTH S iR

ZIRIT e A B M R REIRIT e 3 0 S
BITRT I B2 5% (P> 0.05), MARFIEIF)E6.9.

0.05)(%5-2),
27 EAMEN

I ZHA 4 1155 — U 2 e It B AN 3 gk,
Y (£ N L e TR U B KSR i o/ A B
BRI RIS )N, AR 5 . X R4 6
B RE IR IRZG G55 1.2 K B0 e ke , 12
s, 6 B E YR AR AR T B RN S5 AR R
fift, AR RS . AL 5 F 1 BT DI RE ALT K-F-

12 1 594 7 H B, TS W A T T MR (P <

R4 WHEABEBITEE VASIES LLE (Median(Q1-Q3)

YT, X BRAL T 9 ALT KO- 7

HARHERR S A Uk 25

&I AT %7 )E3 A %I )E6 R % )E9 A % E12 A
. 3.00 3.00 2.15 1.70 1.00
RIA .
(2.00-4.625) (1.95-4.00) (1.20-3.175)* (0.60-2.30)* (0.30-1.80)*
3.00 2.80 2.00 2.00 1.00
bop: i
(1.00-6.00) (1.00-4.00) (0.90-3.00)* (0.00-3.00)* (0.00-2.00)*
Z -0.22 -0.20 -1.64 -0.04 -1.72
P 0.86 0.84 0.10 0.97 0.09
7E 587 AT AB M, P < 0.05.
F£5-1 FAEITHIE SF-36 15 £ B I PCS T4 k% (Median(Q1-Q3)
PCS W& 9T A %I )E3 A %I )E6 R BHIE9A % E12 A
+ gt 63.375 66.00 76.375 93.00 85.00
W
- (44.25-76.875) (47.125-79.813) (58.00-83.69)* (83.625-96.75) * (78.38-92.13)*
— 72.25 73.50 80.25 89.00 84.25
- (50.875-86.50) (52.00-86.50) (51.00-87.875) (83.25-92.875) * (60.13-91.63) *
VA 7.34 6.72 0.56 4.49 5.20
P 0.01 0.01 0.45 0.03 0.02

E: G5B IT AT, FP <0.5.
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R5-2 TAEBITHIE SF-36 45 D IEINEE MCS S L%k (Median(Q1-Q3)

MCS &I A %763 m %J7 )6 6m %976 9m & E12m
. 71.15 71.375 84.06 92.63 88.00
BT Z

. (55.43-78.43) (57.75-80.00) (70.56-89.81) * (86.75-94.30) * (82.56-92.13) *
. 68.50 69.50 76.88 88.31 81.50
o (60.67-73.81) (61.17-75.69) (67.77-81.81) (80.13-93.70)* (73.38-92.88)*
7 0.43 0.30 10.75 11.70 5.35
P 0.51 0.58 0.00 0.00 0.02

5T AT AR, *P < 0.05.
A o RIS A XS BEZH A Hh ™ R R R A
3 iFig

RPN B R SR UK B = gV VG E =R
DRSS . 2018 4F 10 A I DR R EZ 51 4
AT T B PAE AT 2 T A R, 50 4 LA
b [ PR R B A BB RO 32.1%, 65 % etk
51.6%, [A] It it /s 3% [EE b ABEPE R, 50 % D b fr
IR FE N 46.4% K B TR 1 50 % UL L2 ks
DR IR R T 67.6%, St B RS AT 1 5 G A
. BETE NN 28 th e B B AAE | 10X B
WD BB T IRY TR PRI B TR A 7 A
W, X B AR SR B R A R By 4 e, 7
FIAESE B AT (1) R A, A B L,

B A E & T B R B R (R
ZNG SO) BN RS A RE , BEAE L B TS
" (F - Bl RER)ET LT EE BT AN
A PRARVE AR TN RYAR IS 5 R RS G R | FR
FERBNZ R 5 i Rl K O B SR A )
ASFAE . BRI A e B, N9 B a4 1 A8 1 1
AR EE ISR B R
S 2 KA 4 B B A AR H B T B BRI A
PREE B, 1) FH AR B SE0RS 96 97 1 5T 5 A 19 I DR 35
IO VN RN 2 R R AV RN R
257 K PSR 2) A IR il 2y, 25 iR E
A SHNE ASE S SR A Z T, Al
FE R B T REBAE T R 4 M, R B R S kA
1 (BMP-7) 45 % (0C) |5 B 18] 78 & + 40 g
(BMSCs) ) 22 3K, 38 Twe 4K B /N G5 B i S B, [)
FI 11 T B B 40 L %) 9 P A AT R A, A 7 Dl /b
M) Z0 B ZGR B BG B BB s i VE Y

A PRIAE 45 5 0, e 2 15 0k 1 B i i 2D
SEEAE 6 H 12 J1 B R 4% B AR AR I ., 5 B

FETE 6 A B4 TE3.329%, 12 A AT R 2R 12 75 2.84% , 1]
Bl iR FHAES /R AT D 25 53 %5 B AE 12 1 B B g R
B AL AE bR T, T 2L SR RSO A I TR A
JFAZBER BRI Ak (B—CTX) ¥ 2 FFFa#i, 55 /K 45 D
R TE AR A I TR R D S o K
(PINP) B 58 B, b T AR 0% 7 A RS i 2% 8
R 2H £ PINP /K JEAR G FE AR | 55— Fh B T b
BV EE R (BCP) K-8 8 T, 3 5 7 35 6
RSN ) 22 SR AT A 0 . A R IR ) el S 1
BT, W e IR 24 6 5 A 350 i 5 43 I
U TR, TE 12 A B AR T B3 2% R 2 i 6
F 5 AEGRAA RO B By LT85 /R 47 DAL

BEXT B D ANBE, H AR e AR 3 A TR
F e 2D R R A 1 Ty AR it R B YA B B
KB 3 19 & LR ARBFE RS — IR Z s
BH A 2556 BRI RIS, 3 0k 147 Bsf 18] P B 2 B AR g
FEAm R AR A DL S R IR 4 22 Ak, ik B Sl fift
W25 IR B I BB I R A AR R A
FE R 2R 5 e, RS S5 VA IR
HIHE 34 A B s R BEAT R BRI AR R
WO R R A TE ) B IERGS B IL R
S BETEAGE , A R 91.80% , [H AT e S5 e
S 4 H 2 X TG B S AR Ak 5 5 — 0l FH i B s 12 )]
TRIT 1043 645 w28/ B E 1) R TP e e ™
BT RS ARV AR B2, X St 58 i rh
Y FEE T W Al Yy R i 6 N, o AT S A C
HURNEAR Y PINP  B—CTX AR ALAE B

HHr 25 5 5 1097 B BB A AE 55 B i a0 B
FEI R ELAT OO B I R R P (BB 9
NIFA—E, XA S E R 2R s 2 AE
FHALHI A o AR 5T 25 5 7 v 25 1 9 5 4 3 i 2
FEAE 6 s H BRI 5 i 4 B TF 3.32%, 12 A B BT ]
¥ (B AT LR I B ) 2.84% , 3% 5 — 00w HL AL R
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BEIAYT IR MR B BB A E 1) 22 Tty (B AILXT R el
s PR AF 5T 25 9 A0 U (6 H R I A 45 2 4R T
2.11%,12 AT 1.1%) B H %A L B G it27
2R X5 RAES B 7 ZALRI7 16 R
B P o v o 2 4 v ) A5 AR A I e 2 R,
Hoo] BB 9 R R AL 3G PRI BB T AL R K IR
RS 118 B 3 v, g 22 ) B Pk i, AHET
YIRS R 66.45 % o Lo RS- 48 25 5[] Ry 15.8 4F
T AE S S v, v 24 1) T BUAE A AR R BR 2 B A
ANIABFF IR AT . A E AR T B AN =
AL 2SS 5-10 B S P R IR R A ), A
EEHECAERNE G, RATF G LS WAl
2 W] %85 By JOURE Xo) 245 2 Bk [R) A5 0 1) 2 M JR T TR A A, 3
Uk B 2% B OB AR T B LA RRE— 2B oY . X
R A S B Az A rh R 2 I 5 T (A
F2) XA 28 55— 10 4F P 41 S 02D 51 1 b
Fis NBESE AT 555, S 46 28 I o ) Tl i A o
KRR E o FIHb—A AT Z 400 S5 PR AT BE Sk U5 15
FIFNLEA R D s, BARAE/E R DANE R G A F T
P2 E R BRI T AU 1 A7 S e (E 2R
oA SRR 2 D S KA b se A R T e
PRI IR N T 45 0 16 F DIRE , L3E 25— Fe4E
KD KFEARGEMLT 20 ng-mL "7, o [E B AR L
BRI AN B ™, i A 2 D B A il R
L AN TS R A R 4EAE R D, fff 250HD /KF-iA F)
50 nmol - L' DA b s ARBFFE i B v, 2% B kL sl 45 /K 25 D
20 FBE 1L 250HD IR A HERF7E 20 nmol - L K-, o r]

RESE A B4R = I R o DRI P 25 52 5 K45 4 7
SRR R D 05 A R RR R

FATIRE B RIS R BRYE, O 1 AR IE R Y
HNAE, FATTR P AR 2 — Fofr S P BEATL T B A 3056 T
& BRI TE L IR SR AT T RERLAL , i
XHEE AL J B AT BERL 2L, PHLEL R AR A
IRATFAE—FE 22 5% o R HRALA 1 5T 0o I8 T 48
DX, 300 X5 20 DX S 5 R AT 1B S A AR 2 S
X4 2R 1R R LA AR 3 5 0 ORE 5 R 4 A
o3 ABARBESEMER R OB B (FL5 T8 RAA
LA VEWEAR R s T SE AR R B ARV Rl AR
MARZ 28 5 10 4F A 2P N 5 D 300 147 19 B U AR A
e Tk e ORI A S0 4 8 D i i S
RS .

g5 LTk, MR FH 25 0 6 H RN 12 H i RT LA
TR B AR TR S, B IR T, et o
D N (1 2B 3 T3 A RRE AR, BI7 36 B BB A A A
Az PRBE T rR R 2R SE B AR e R R
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A Pragmatic Multi—Centered Randomized Controlled Trial: Intervention of Osteopenia with the Use of Migu

Granule Based on the Theory of “Preventive Treatment of Disease” in Chinese Medicine

Xu Jinhai', Wang Guodong', Ye Jie', Ma Chuanfeng', Xia Ye', Shen Qixing', Mei Yinan', Fang Yabei’, Wang
Shengbao®, Fan Chunlan’, Wang Yi’, Dong Yi', Wang Yongjun®, Mo Wen'?, Shi Qi"?
(1. Longhua Hospital, Shanghai University of Traditional Chinese Medicine, Shanghai 200032, China;

2. Institute of Spine Disease, Shanghai University of Traditional Chinese Medicine, Shanghai 200032, China;
3. Qingpu District TCM Hospital, Shanghai 201700, China; 4. Pengpu New Village Community Health Service
Center, Shanghai 200040, China; 5. Pudong New District Shanggang Community Health Service Center,
Shanghai 201315, China; 6. Pudong New District Nan Matouw Community Health Service Center, Shanghai
201204, China; 7. Pudong New District Yangjing Community Health Service Center, Shanghai 200135, China;
8. Baoshan District Dachang Community Health Service Center, Shanghai 201900, China)

Abstract:  Objective To evaluate the effectiveness and side—effect of treatment with Migu Granules for treatment of
osteopenia. Methods The 6 clinical centers were divided into a treatment group (n=118) and a control group (n=73). The
patients in the treatment group were treated with Migu Granule. Calcium D 600 was used in the control group. Patients
received intervention for 6—months, and follow—up were conducted every 3 months and changes in VAS, SF-36 were
recorded. Tests for changes in Bone Mass Density (BMD), bone metabolism indicators, blood routine test, liver and
kidney function were carried out on the 6",12" month into intervention. Results (DThere was no change in lumbar spine
BMD before and after treatment in the 2 groups. The hip BMD in the treatment group was higher than that in the control
group at 12 months after treatment (P < 0.05). @ PTH, beta—CTX, BGP and S—Ca in the 2 groups increased in 6 months
and 12 months after treatment (P < 0.05), but there was no significant difference between the 2 groups at different time
points (P > 0.05); 25-hydroxyvitamin D decreased in 6 months and 12 months after treatment (P < 0.05); PINP in the
treatment group was not significantly changed, while that in the control group was significantly decreased in 6 months
and 12 months after treatment (P < 0.05); ALP in the 2 groups had no change before and after treatment (P > 0.05); S—P
in the treatment group increased in 12 months after treatment (P < 0.05), while that in the control group had no
significant change (P > 0.05). @ The VAS scores of lumbar back pain in the 2 groups decreased after treatment in 6, 9
and 12 months (P < 0.05), but there was no significant difference between the 2 groups at different time points (P >
0.05). SF=36 PCS and MCS in the treatment group were higher than those in the control group after 9 and 12 months
treatment (P < 0.05). @No serious adverse reactions occurred in the 2 groups. Conclusion Migu Granule can prevent the
loss of bone mass in patients with osteopenia, improve physical pain and improve the quality of life, and has better safety.

Keywords: Osteopenia, Migu Granule, Practical randomized control, Clinical research
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