REERE. 54, SRR

Journal of Pharmaceutical Practice e e

HWERAERT R G TR E R BB
M

Data verification and sensitivity analysis of statistical analysis in bioequivalence studies
LI Linhe
TELERE View online: http://yxsj.smmu.edu.cn/cn/article/doi/10.12206/].issn.2097-2024.202212040

LT RO BR I H A R

Articles you may be interested in

2GRS T R U = iU/ B B AR A D REBIF S
Improvement of impaired endothelial progenitor cell functions by in vitro drug interference in DOCA—salt hypertensive mice

2y 5 R 4. 2020, 38(3): 221-226  DOI: 10.12206/.issn.1006-0111.201912074

JB R AU ) 70 e DA 3 1 A P ) B RSl

Medical big data analysis of the clinical off-label use of proton pump inhibitors

225 5 R S5 . 2020, 38(2): 184-188  DOI: 10.3969/).issn.1006-0111.201909086

KL B30 S 0 S i s e S i
Analysis on the output of pharmaceutical papers and highly cited papers in Double First—rate universities

2SR 5 R S5 . 2021, 39(5): 442-446  DOL: 10.12206/j.issn.1006-0111.202104134

S H R T PLA 25 W B EUI 05 738 K Meta 70 BT
A Meta—analysis on magnesium isoglycyrrhizinate in treatment of antituberculosis drug—induced liver injury

2R SR 5 R 55 2019, 37(4): 375-379  DOI: 10.3969/j.issn.1006-0111.2019.04.018

BAAR PG FIR S PGP0 7 A v s 2k PRI 7 A 2 A P R Meta 3t
A Meta—analysis for the evaluation of efficacy and safety of oxcarbazepine and carbamazepine for post-stroke epilepsy

22t B 5 IR 45 2018, 36(4): 373-378  DOI: 10.3969/j.issn.1006-0111.2018.04.020

HEACHSE TR PEANR 2R ARG U R IS X S A= W 15 R~ W
Bioinformatics analysis of laccases involved in active lignans' biosynthesis in Isatis indigotica

e 5 RS 2017, 35(3): 208-214  DOI: 10.3969/j.issn.1006-0111.2017.03.005



http://yxsj.smmu.edu.cn/cn/article/doi/10.12206/j.issn.2097-2024.202212040
http://yxsj.smmu.edu.cn/cn/article/doi/10.12206/j.issn.1006-0111.201912074
http://yxsj.smmu.edu.cn/cn/article/doi/10.3969/j.issn.1006-0111.201909086
http://yxsj.smmu.edu.cn/cn/article/doi/10.12206/j.issn.1006-0111.202104134
http://yxsj.smmu.edu.cn/cn/article/doi/10.3969/j.issn.1006-0111.2019.04.018
http://yxsj.smmu.edu.cn/cn/article/doi/10.3969/j.issn.1006-0111.2018.04.020
http://yxsj.smmu.edu.cn/cn/article/doi/10.3969/j.issn.1006-0111.2017.03.005

2psk GRS 202346 A 25 H a1 Hel
Journal of Pharmaceutical Practice and Service, Vol. 41, No. 6, June 25, 2023 377

- ARBE -
EMERERAROFEIT SR E RS ES T
ZE AR (Al sk I BRI ST A 5818, L 50 100091)

[FZE] B8 @adxy 18 WA SR EOT T S o s iR AL, A AT A 2L IRV RO SR, S8 3 AH ST Y
Gt RIE% . B% 2 SAS, WinNonlin #F, AHTT /- H NIRRT | 251080 17 ERS R A5
RUCMER 30T, THARAR R IR G TR A2 2R . S8R 18 TR, 5 T RISl 52 i SR o) v 22 el A et
R R | AT T BB T, S BEYE T1A BROS IR G R S A B 22 5, (RO T I 4 R AR
JRGEVE oIS B A D AP s HABAZ A& OB 28 S IRt o il i — 8. 4518 ARSI ERT R GE T T o B i %
AR, TR IR E I, Xe A A v R B TR RN LA SE A3 7%

[RBEIA] AW Geit ot Boli 2 ; SUgrE b

[CEHS]  2097-2024(2023)06-0377-03 [DOI] 10.12206/j.issn.2097-2024.202212040

Data verification and sensitivity analysis of statistical analysis in bioequivalence

studies
LI Linhe(Department of Biostatistics, Peking University Clinical Research Institute, Beijing 100191, China)

[ Abstract]

verification of statistical analysis in 18 bioequivalence studies, and provide reference for improving the statistical analysis reports of

Objective To sort out the key points, problems and countermeasures of data verification through data

related research. Methods SAS and WinNonlin software was used to illustrate that whether the random number tables, main
pharmacokinetic parameters and bioequivalence data could reproduce the corresponding results in the original statistical analysis
reports. Results Among the 18 studies, sensitivity analysis was supplemented or re-performed for 5 studies due to sampling time
deviation of individual subjects or adjustment of sensitivity data sets, resulting in differences in pharmacokinetic parameters from
the original statistical analysis report, but same for the bioequivalence evaluation. Other verified data was consistent with the
original statistical analysis reports. Conclusions The verification of statistical analysis data of bioequivalence studies is extremely
important, and the problems found in this paper should be fully considered when writing such statistical analysis reports.

[Key words] bioequivalence studies; statistical analysis; data verification; sensitivity analysis
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