Automatically Generate the Statistical Analysis
Reports for Bioequivalence Study

2019-05-17

Jianfeng Ye

Q KEEFRIK

020195 AR ERIEIRATIRITE ﬂ' TAIMEI TECHNOLOGY



.I Requirement flow

Regulatory Agency

CSR(ICH/E3)

SAR(ICH/E9) °

° Outputs

Shell/ADaM °
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.I Principle

‘ DEMOGRAPHIC DATA

e ADSL/ADCM/ADMH/...
e DM/CM/MH]/...
¢ Special-Purpose Interventions ,General Observation Class,

Events General Observation Class,Findings General
Observation Class

* ADEFF
. LB/VS/.. ‘

¢ Events General Observation Class,Findings

EFFICACY DATA ‘

General Observation Class

Other
« ADPP/ADPC/ADIS.
SAFETY DATA ‘ .«
* ADLB/ADVS/ADEG
e LB/VS/...

e Events General Observation Class,Findings

General Observation Class
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.I Function

sar_init

sar_spd

* spd_disposition

e System setting(system path, data path,outputpath)
e System macro variable

* spd_quantitive

* spd_qualitative.

e System structure

sar_event
sar_finding
e evt_abnomal

e fd_multiple.
* evt_class.

fd_binomial
fd_disposition
sar_writing
sar_report
* Rpt_txt. e sar_batch.bat
e Rpt_rtf
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Batch Run ADaM sar_writing ;)1(_';
sar_init
Sar_spd
Sar_event
Sar_finding
sar_batch Sar_report
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.I Example

khkkkkkkhkhhhkkkhkhdhhkkhhhhkkhdhhhkkhdhhhkkhdhhhkhkhdhhkkhkhdhhkkhkhikikxk
far A VAN £y
ZREDT TE A

kkkkkkkkkhkhkhkhkhhhhhhkhkhkhkhkhkhkhkhhhhhhkhkhkhkhkhkhkhhhhhrhkkhkhkkkk

SIEEYIERE AT, 38FIHNE TN, 196ISI0TRES, 19GISIIRTRES, 38FIZiE T

BaRiE, 196IATRFSISZHE, 1961 8RTFSIZHE.

RIBSUESRZESRE, 3861 (TREFEF194I, RTEF1IGMANEDITE (FAS) ; 38/ (TREEFI194I,
RTFHU19BI)IMNZ SRS (SS) ; 3861 (TRFEFU191, RTFAUIGNMANAEINERESE
(PKCS) ; 3745 (TREFI19%I, RTFEFIBFNANAREFSEE (PKPS) ; 3741 (TREFI194,
RTEH1 8B MNEDELDITE (BES) .
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TS
FTERINEIIFEN32.827.95, PFIRN34.05, FiSeE19~47%; TRFFIFHIFERT
31.8+7.9%, iF#e/934.0%, FESEE19~47%; RTFFIFIIFR933.8+7.95, PUFERH
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