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Clinical Observation of Short — term Oral Administration of Alendronate in Preventing First Infusion of

Zoledronic Acid Related APR in Elderly Patients with T2DM Combined with Osteoporosis
HU Zhiyong',CUI Long®,DONG Xiaoying’,WANG Hui’ ,DING Qiu’

(1. Nan'an Hospital of Traditional Chinese Medicine ,Chongqing ,China 400060; 2. Chongqing Hospital of PAP,Chongqing.,China 400061 )
Abstract: Objective To investigate the effect of short — term oral administration of alendronate in preventing first infusion of
zoledronic acid related acute phase adverse reactions (APR) in elderly patients with type 2 diabetes mellitus (T2DM) combined
with osteoporosis. Methods A total of 106 elderly patients with T2DM combined with osteoporosis admitted to the Nan'an Hospital
of Traditional Chinese Medicine from January 2022 to January 2024 were selected and divided into the control group and the
observation group according to the random number table method, with 53 cases in each group. Patients in both groups maintained
their original hypoglycemic regimens and completed relevant examinations. Patients in the control group were directly infused with
Zoledronic Acid Injection at a dose of 5 mg each time, once a year; patients in the observation group were given Alendronate
Sodium Enteric — coated Tablets orally on the first day, with a one — time dose of 70 mg, and Zoledronic Acid Injection was
infused after one week. Results The incidences of fever, myalgia and bone pain, the usage rate of non — steroidal drugs, the
incidence of APR rates and visual analogue scale score in the observation group were significantly lower than those in the control
group (P < 0.05). Spearman correlation analysis showed that the clinical characteristics [gender, age, body mass index, blood
calcium, blood phosphorus, parathyroid hormone, 25 hydroxyvitamin D,C - reactive protein, erythrocyte sedimentation rate, white blood
cell count, lymphocyte count, bone mineral density T value] were not significantly correlated with the occurrence of APR (P >
0.05). Univariate analysis showed that for the whole population, those clinical characteristics were not the significantly influencing
factors of the occurrence of APR;Multivariate binary Logistic regression analysis showed that after adjusting for confounding factors,
pre — oral alendronate could significantly reduce the incidence of APR (P < 0.05). Conclusion Short — term oral administration
alendronate can reduce the incidence and degree of zoledronic acid related APR in elderly patients with T2DM combined with
osteoporosis,and improve the rationality and safety of medication.

Key words:bisphosphonates;type 2 diabetes mellitus;zoledronic acid;alendronic;acute phase adverse reactions

Wi 2021 FER G TR A RS LREE ALY 18.70%;65 % &L E A 1.9112, 5 13. 50%)  $i 5¢
HER RE 603 ML F AL 2.6444, B AT 31,65 % K UL EEE TS FARE A B 33Kk 32. 0%, H

"HEWH: kT d A RAZRAE A M A [2021 - 14],
F—1EE L F, B, KFAF, 8 2R IF, B F 61 A4 fkgm A F A, (B F454) 18752366@qq. con.

96



2025458 11 20 H 43 34 45 16 4] 413k I R 5T -
Vol. 34,No. 16, August 20,2025 China Pharmaceuticals Clinical Research
B YE R 10, 7%, Ve R 51, 6% 25 R, ZAERE IR HLECE IR X B RIS 4, 4% 53 491 R 4 i 3k

SR IR 30%13) 02 BUME PRI (T2DM ) L 2 B 12 - 47 19
e PR ZR 4T B B B A FTOBE DR 9 357 A 48 1 0
i 5 T ) = A %) TR, 33 R o ) By T BN 3
A ) RS B R PARE B TR SURE R R I 2 IR YT
B 245 ) 455 BT TR ) e R B R A O T
FRE 245, B il o 22 0 o 5 5 R Rk 4 2, BHAF 1R
AR Ml 2 TR A AR I {H — i e A AR i R
Z W, 2Kk ET RG24 ~ 36 h, F Iy — i PR AR A
(<38.5°C), 10857 AE 2 BPIR WA 5/ Mo
i, PR 2R BN (APR) | =88 & AR 78 1 W T
Me S IR I , B0 K A TR e A 2 R -8 PSR
BH 1 HROBUGE i 6 24 245 W) Jim mT B S /0 3 S s ok fig
R APR kA= #el0 - 100 53150 A HF HL#C , 2247 T2DM f&
FE RN A APR AR ELN A2 PR 25
FeF I, ASHIE S B AE S U 10 OB IR £ 9 B 2 A
T2DM 8 Jo7 i A RE F8 5 B U 1 M R JRE 2 AH OC APR
3 S IE FET= R/ (1l

1 #BEFE

1.1 E&EN

9N N H5 HE < AE IS 60 ~ 90 % 5 45 & T2DM 2 Wi br
HEN S Z83UHE X 2B 8 BE AR A, A5 A A AR 200
TE BB AN E 2 Wb G256 B T < - 2.5) s BRAER
it FH Ak WU PR R 2 2659 5 BR A TO5- 7 o 5 2 IR R i 4
R A EZDIRIT LA LU s B LT 8 < 7%;
e PR Aok 56 3 S AR 97 22 T PR T A X PP IS e (LA
FRICBE ) b5 22 10 #2201 25 AL (HE A5 2022 18 BRIl o
HWJ - 220911 %), BESEMERE .

HeBRbrifE . 5 X+ =3t S R, U
FAFHE B HE 23 23R A 9 (U848 A% ol % st
GAE ) s TOIEARAFS ST a AR > 30 min T VB IIREAN 4
Xof U Jk 2 ek 5 24540 B JFL i A3 o 5 VRS I 5 7 7 1T g
o | Ak R T s 5 (U IR S5 IR Th e T il 2
BB B S ) s IR S R MM R SR
25 .

9 191 6 5 43 20 - BEERIR B 2022 4F 1 H #1) 2024 4F
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L), I8 UM 6 S 00 ARG A L X R A AR 2 i v e ok Jg
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Tab.1 Comparison of patients’ baseline data between the two groups (rn = 53)

HA 41 (%)) i BMI(Y £5,
* (Ys,%) ke/ )

a5(Nes, aB(Xes,
mmol /L)

a5

PTH(X £,
mmol /L) pg/mlL)

HBA 3(43.40) 30056.60) 66.43+5.38 23.87+3.27 2.18+0.23 111020 32504824
WAL 0037.74) 33(62.26) 68.47+6.59 24.15:2.64 224011 1L07£0.16 35731337 2231£9.14  4.10£2.65
CIE 033 0.352 - 174 -0.491 -LH 1.364 -1.4%9
P 0.553 0.553 0.084 0.624 0.085 0.176 0.138

B(OHD  CRP(Tss,  ESR WBC LY FEATH
(Kis,ng/mL) mg/L) (Yes,mm/h) (X5, x10°/L) (X5, x10°/1) (Xt5)
20.63£6.58 4.25¢3.01  7.73:6.67 60.25¢1.86 L73£0.54  -3.18+0.53

7.81£6.10 6.37£1.73 1.88£0.68  -3.36+0.60

-1.088 0.264 ~(.06! -0.331 -1.205 1.637

0.279 0.792 (.952 0.741 0.231 0.105
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Tab.2 Comparison of the incidence of APR between the two groups [case (%),n = 53]

g A VAS 5 1R AE G R 2 APR
B AR A L B <19(RER) =19 k) & 7 7 &
sFR4L 39(73.58) 5(9.43) 8(15.09) 1(1.89) 31(58.49) 22(41.51) 35(66.04) 18(33.96) 22(41.51) 31(58.49)
WAL 49(92.45) 2(3.77) 2(3.77) 0(0) 46(86.79) 7(13.21) 50(94.34) 3(5.66) 7(13.21) 46(86.79)
X8 2.612 10. 681 13. 361 10. 681
P& 0. 009 0. 001 0. 000 0.001
&3 APRSZRITMEIEREXES
Tab.3 Correlation analysis between APR and different evaluation indexes

i E: e i BMI @45 B PTH  25(0H)D  CRP ESR WBC LY  REATHE
r -0.183 -0.026 -0.061 0.082 0.057 -0.037 -0.027 -0.050 -0.013 -0.071 -0.147 -0.054
P1E 0. 061 0.79%4 0.538 0.401 0.563 0.709 0.786 0. 609 0.893 0.472 0.132 0.580
FAESEER I LR 1R B & AR 5 o F A2 4 u%llk ®4 BERITER
r*q%@ij\jmgéi_' $U%&E/ \*ﬁ Jﬁ Ve jv‘IEE/J B Tab.4 Results of univariate analysis
A5 i o LA APR R R AS 1 47 2 [ &R Logistic [EIE/\*E 7R APR VIuE P
IR AP <0.05 W EFAHGEE X & &
2 &R A % 16(55.17) 27(35.06) 3533 0. 060
2.1 APR &Z4&1fEm 4 13(44.82) 50(64.93)

P41 H APR B A IS 0 L322 2. WAL 4H VAS 5K ity 67.66+7.21 67.38+5.64 0.210 0.834
(5.14 = 1. 68) %%, B 2% T X FLH 1 (6. 45 = 1.37) 4> BMI 23.90+3.28 24.05+2.85 -0.227 0.821
(X =2.093,P=0.046). A 45 2.24+0.09 2.20+0.20 1.197 0.234
2.2 LS A B 1.11 +£0. 20 1.08 £0. 18 0.698 0.487

S PESI AE IS BMI. I 45 | if B | PTH 32.39+7.68 34.76+12.21 -1.190 0.238
PTH. 25 (OH) D . CRP. ESR. WBC . LY . & %% F T fii 55 25(0H)D 20.46£6.37 21.85+8.50 -0.797 0.428

N . CRP 3.97+£2.96 4.25+2.78 -0.451 0.653
APRIEJTCRERIIE(P > 0. 05)  TEULA 3, ESR 7.17+5.04  7.99+6.80 -0.597 0.552
2.3 BEARNM WBC 6.16+1.93 6.36 £1.75 -0.520 0.604

REE LN PURAR KL APRBEAT 7328 GERATR LY 1.69 + 0. 65 1.85+0.60 -1.207 0.230

e P R BMILILES |18 . PTH . 25(OH)D .CRP, HEHETIE -3.30+0.54 -3.25+0.58 -0.413 0.68

ESR.WBC.LY . ‘&% & T{EH ¥ AE APR & A= 1) o 2 5 Wi
HZ(P>0.05) FW3%4,

®5 ZAEMASHER

Tab.5 Results of multivariate analysis

. = (=]
2.4 SRREEADH A BRAK RER O ZE Wddy PA OR(93%CI)

S 1o A5 1 YR 2 A S A 5007 %, il
BRRERAARR, FRRMAARIER B 130 0587 -2.300 5.9 0.0 0.259(0.082,0.818)

FUBRETG ERR B AT 2 35 AT APR KB 4(P < 0..05) . i 0.059 0.046  1.304 1.700 0.192 1.061(0.971,1.160)

WG (FPPS) , JF 400 2 i A e (5 W TG 3 (L% RO AT <035 0476 -0.747 0.5 0.455  0.701(0.276,1.78
R 7E 22 58 VT S B os 52 i s PRFBBEM - 1757 0590 -2.980 8878 0.008 0.173(0.054,0.58

(
(
W3S, BMI 0,007 0.08 -0.082 0.007 0.935 0.993(0.843,1.170)
3 itig % 3616 2480 1458 215 0.145 37.183(0.288,4803. 186)
HIREAATEE T, R BB I, BB RFR am LO? LSS 0.682 0.465 0.495  2.922(0. 134,63.801)
PN FET 11 5 B i AL T 2 A M0 e 2 B O A 1) PTH ~0.012 0.028 -0.424 0.180 0.671 0.988(0.935,1.044)
e b5 R ), B AT T2DM R P 0 s #s EL A 15 25(0H)D S0.02 0.038 -1.360 L1849 0.174  0.950(0.881,1.023)
KUK, TG 22, T 45 T B BT B BB AR TR YT o CRP ~0.013 0100 -0.135 0.018 0.893  0.987(0.812,1.199)
SR i £ R S R R R 2 L AT B SR S0.000 0.045 -0.003 0.000 0.998 1.000(0.916,1.092)
W L BRI B M 4T AU SR i b % 2l 2 2 Sl e WG ~0.036 0.147 -0.45 0.060 0.807 0.965(0.724,1.286)
A LA SR ) AT SRR R S A Y S0.152 0474 -0.320 0.103 0.749  0.859(0.340,2. 174)
( )
( )
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