Chin J Clin Pharmacol

291

Vol. 42 No. 2 January 2026 ( Serial No. 448)

E T CDISC iR R AW F R E X I
ERHFEEHNESNA

Y =

Regulatory Science Column

Development and application of a core data set for bioequivalence trials based on

CDISC standards

EEH FHLT, kA2,
o, kT, XK,

(L ARde s Tk A3 T A 2 e, Tk il
06321032 b 5 # o B2 2 BUHE Bk £ A7 BR 2 7D
Jb 5 100176)

WANG Si —qi', LI Zhao — he’,
ZHANG Min — guang”, XIE Na',
ZHU Ya -he', WU Ying',

LIU Heng — hui’

(1. School of Public Health, North China
University of Science and Technology,
Tangshan 063210, Hebet Province ,China ;
2. Beijing Medical ~ Data
Technology Co. , Lid. , Beijing 100176,
China)

Yurong

PEERE A : (2000 - ) Lo, WL WFTE AR, &
BN &l i E ST P
BIEIEE I, BB, WH A =
MP 15133915086
E — mail ; tswydd@ sina. com
ke
MP 18618242428

E - mail ; liuvhenghui@ your - data. cn

FE B8 ) SR I R A G I R RS A 8 v D 2 s 1 12
SRS AR AFTE R RCRAR  — Btk 22 55 [0 8L, 1y gt — 22 ] 52 T A A o A B A K als
& USRI ER SR S IR B c Bt . BAiE RGN Z 5 C 578 M BE X
Lo TS IR N i W e g i EL DA Ve S I I T N | A oy e o
SFRRSRL I AR 4K A CDISC ARty @ B 55 SDTM 5 ADaM ¥ J2 i hr it AL 5L
RN, G5R AT S T A W) S R i SDTM ¥ oo %
JEE 274 T} ADaM ¥ 0% HE M 338 1, i T —F3E T 241 BE 50y
SNARMEAL AL , IAE— I0URG 550 | 79 Jo] 30 196 28 ST S 058 I T 8 T 5]
i) BE BFFE TN . 8518 AWFR I AR ME LB SR e BE 150 %L
TEARAEACER L TR AESE , Tp il — 2D IO T ik, WA X 48 7 BE 15041
PEAL B ALEA K P 5 TAERCR IS Ve S AR v o o DR B it o it 3 ey i
S A HAT B S ANAE, JE AT M P R A BN SR A R S A T T i A Y
i,

KRR « i PRAEE S bR fE W2 3 AR W A8 M s AR R 4R 5 R 5l i R
B ST B AR B il

DOI:10. 13699/j. cnki. 1001 - 6821. 2026. 02. 023

FE 525 R969 XHRARER: A

NEHS 1001 -6821(2026)02 —0291 - 06

Abstract: Objective

consistency in the submission of bioequivalence trial data under the

To address issues such as low efficiency and poor

Clinical Data Interchange Standards Consortium standards, this study
aimed to develop a set of reusable standardized core data sets to improve
data preparation efficiency and regulatory submission quality. Methods

A systematic review of multiple approved BE trial projects was
conducted, covering different trial designs, dosage forms, and study
types. Common data structures and mapping rules were extracted through
business analysis, and standardized data set templates covering both
SDTM and ADaM layers were developed in strict accordance with CDISC
This study summarized 274 SDTM and 338 ADaM

data element — specific attributes applicable to bioequivalence trials. A

standards. Results

set of standardized core data sets suitable for most BE trial scenarios was
established and successfully applied in a two — formulation, two — period,
two — sequence crossover BE study evaluating a gel patch. Conclusion

The standardized dataset constructed in this study provides a preliminary

framework for the standardization of BE trial data, which requires further
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validation through large — scale applications to clarify its applicability and robustness in enhancing the standardization

level and work efficiency of BE trial data processing. It holds significant practical value for ensuring data quality and

improving the success rate of submissions, while also serving as a referenceable example for the development of

foundational datasets within the industry.
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Table 1 Classification of standard data elements for bioequivalence trial data

Dataset Category

Submission Standard Datasets

Analysis Standard Datasets

Demographic
Characteristics

Health History

Physical Examination

Laboratory Tests

Clinical Auxiliary Examination

Medications and Devices

Complaints and Symptoms

Plans and Interventions

and  Socioeconomic Demographics( DM )

Medical History (MH)
Vital Signs (VS), Physical Examination ( PE)

Laboratory Tests (LB), Microbiology ( MB)
Electrocardiogram (EG)

Pharmacokinetic Concentrations ( PC) , Pharmacokinetic
Parameters ( PP)
Adverse Events (AE)

Exposure ( EX), Trial Arms ( TA), Trial Elements
(TE), Trial Inclusion/Exclusion Criteria ( TI), Trial
Visits (TV)

Subject — Level Analysis Dataset ( ADSL)

Medical History Analysis Dataset (ADMH)

Vital Signs Analysis Dataset ( ADVS), Physical Exami-
nation Analysis Dataset ( ADPE)

Laboratory Analysis Dataset (ADLB)

Electrocardiogram Analysis Dataset ( ADEG)
Pharmacokinetic Concentration Analysis Dataset ( ADPC/
ADPP)

Adverse Events Analysis Dataset (ADAE)

Trial Design Analysis Dataset ( ADSL/ADEX)

R2 iR ARG AR RS R

Table 2 Common and specific attributes of data elements in the standard framework

No. Attribute Category Data Element Attribute Name Constraint Remarks

1 Identification Data Element Identifier Mandatory Specific Attribute
2 Data Element Name Mandatory Specific Attribute
3 Version Mandatory Common Attribute
4 Registration Authority Mandatory Common Attribute
5 Context Mandatory Common Attribute
6 Definition Definition Mandatory Specific Attribute
7 Relation Classification Scheme Mandatory Common Attribute
8 Representation Data Type of Data Element Values Mandatory Specific Attribute
9 Representation Format Mandatory Specific Attribute
10 Permitted Values for Data Element Mandatory Specific Attribute
11 Administration Steward Organization Mandatory Common Attribute
12 Registration Status Mandatory Common Attribute
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Table 3 Specific attributes of data elements in the pharmacokinetic concentration (PC) dataset ( partial)

Data Element CDISC Variable Data
Data Element Name Definition Display Format Permitted Values
Identifier Name Type
Identifier used to uniquely identify
a subject across all studies for all As per coding rules defined
DEI15. 02. 001. 00 USUBJID  Unique Subject Identifier Char AN. . 40
applications or submissions invol- in the study protocol
ving the product.
Pharmacokinetic Test Short name of the analyte or speci-
DE1S.01.001.00  PCTESTCD Char AN..8  As per CDISC standards
Short Name men characteristic.
Pharmacokinetic Test Name of the analyte or specimen
DE15. 01. 002. 00 PCTEST Char AN..40  As per CDISC standards
Name characteristic.
Result of the measurement or find-
Result or Finding in Actual measured concentra-
DE15. 03. 001. 00 PCORRES ing as originally received or collect- Num N..10.4
Original Units tion value
ed.
Original units in which the data
Unit corresponding to the
DE15.03.002.00 PCORRESU  Original Units were collected. The unit for Char AN.. 10
measured value
PCORRES.
As per the visit schedule
Protocol — defined description of
DEI15. 03. 003. 00 VISIT Visit Name Char AN. .40  defined in the study proto-
clinical encounter.
col
Date/time of specimen collection
Date/Time of Specimen ISO 8601 standard (YYYY
DE15. 04. 002. 00 PCDTC represented in ISO 8601 character DateTime DTM
Collection — MM - DDThh ; mm)
format.
Used to indicate a result was not C = Completed; N = Not
DE15. 05. 001. 00 PCSTAT Completion Status Char AN1
obtained. Done
Lower Limit of Quantita- Indicates the lower limit of quanti- Value determined during
DELS. 06. 001. 00 PCLLOQ Num N..10.4

tion

tation for an assay.

assay validation

2 SirtREREREES

ADaM #E RS L, SDTM iy 44 KU Ay JE i, - HLAT HL
Bk oc B ds . HoA R T SDTM #idiE 45, (1 5
SDTM #H kb, ADaM %04k 45 HL & mT 20 B 1 L ml 38 999 1 A0
A SRR A A R . B4R SDTM FlI ADaM #5 #fEE 1)
BTV B 0 1) WA LA R A T ER 0 3 58, (HL P 2 1Y)
M FE A AR, SDTM. 3 22 H F 2 BUR AR 54 , 1 ADaM
FANE T A6 B T M5 B 5T ADaM 5 £
M\ SDTM 4k A i A , AR SC AT 5% T 5 0 28 A 78 e 3
filh b5 ZERAT AR A e, AEATTAE R R P AR BT

AR LA SO« e W it SR Ak sl S5O, BB A A A
A B S TR Mg i H Y, A0 S it
TSN ) 2 B e AT B G e T g e 5 ]
B IPEJEUN , BESR AT A A R 4 BE T I T 9 R
al CRIE 6 019 22— sl 24> SDTM AR 4, Af £
Ba e R B 5 A A = AR S
—EPEIEI, 3 T R 26 o 5t R 48— AT AR
AR AR A RTE , DL RO 0 85 0 L X S R
251 ADPC SHa 5 91, T 200 )k AT A A o 1) Bl
TofE B, Wk 4,



Chin J Clin Pharmacol

295

Vol. 42 No. 2 January 2026 ( Serial No. 448)

®4 BRI (ADPC) Bl S Bt oo & AR P (R 4))

Table 4 Specific Attributes of Data Elements in the Pharmacokinetic Concentration ( ADPC) Dataset ( Partial)

Data .E'lcment CDISC Variable Data Element Definition Data Display Permitted Values
Identifier Name Name Type Format
Description of the treatment drug or As defined in the study pro-
DE15. 07. 001. 00 TRTA Actual Treatment regimen a subject actually received Char AN..40 tocol, e. g , " Test Drug
during the analysis period. T", " Reference Drug R"
N . Je for the actual treat As defined in the study pro-
DEI5.07.002.00  TRTAN  Actual Treatment (N) “mte““ coce for the actual H€8  Num N2 tocol, e g , 1 = Test Drug
ment T, 2 = Reference Drug R
Date of First Exposure Date the subject first received the | 1 s YYYY
DELS. 04. 002. 00 TRTSDT ate of First Exposure to Date the subject first received the DateTime DTM SO 8601 standard (
Treatment actual treatment. - MM -DD)
DEIS. 04. 003. 00 TRTSTM Time of First Exposure to  Time the subject first received the DateTime DTM ISO 8601 standard ( hh:
Treatment actual treatment. mm)
Numeric identifier for the treatment .
. . L e.g , 1 =Period 01, 2 =
DE15. 04. 004. 00 APERIOD  Period cycle used in pharmacokinetic anal- Num N2 .
. Period 02
ysis.
Descripti f the treatment cycl . g, "Period 01", " Peri-
DEIS5. 04.005.00 APERIODC  Period (C) escription of fhe freatment €yele ope AN..20 T B TEMO ool
used in pharmacokinetic analysis. od 02"
T int of blood samoli I Measured  time point,
DEI5. 04.006.00  ARELTM  Analysis Relative Time t,”“et p‘:}‘l“ '0-1 -10?1 f"mi’, eI Num N..5.2 es,0.00 (pre - dose),
ive to the actual dosing time. 0.50. 1.00, 2.00
poay M 23 > P =1 S P
WA S SR VE I SRR AR AR 45 0 BRAT 1A LT =
it PP TR RO T 3/
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