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Background Introduction

aCRF!SDTM"#$%&'()*+,-.&/0:

• '(). 
• aCRF!SDTM"#$%&'()*+,-./012.
• "#1234567+,89:;<=>0?@A.
• "#?@BCDE!FGHI;<0JKA:LMA.

• -.&/0. 
• "#12NOPQRMS1,TUVWVX.
• YZHI0CRF[\]^,"#_`abcdA12e.
• "#12/QS1fghij*,klmnSopq.

6



Background Introduction

NLP123456789:;:

• <=>?@A( Natural Language Processing, NLP). 
• rs+tu—vwx.

• 2345. 
• yz{X.
• +,|}.
• ~���.
• ��B�u
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Background Introduction

BC$%:

• aCRFDE. 
• ��"#[\.
• ���-"#+,.
• �u�2��.

• FGHIJK(study design specification, SDS). 
• ��CRF0]���������x���x����
• +,;���
• CRF+,�0��r 
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Data Preparation



Domain Mapping

LMNO

PMNO
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Form OID Form Name Domain

AE !"#$ AE

AH %&' MH

BMI ()/*+/BMI VS

Form OID Form Name Domain

AE Adverse Events AE

CNL Tumor Results TR

DA Exposure EX



Variable Mapping

LMNO

PMNO
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Field OID Field Name Action

AESTDAT ,-./ AESTDTC

AEYN 0123456789:!"#$; DROP

AEONGO 78<= SUPP

Form OID Form Name Action

AESTDAT Start Date AESTDTC

AEOTHER If Other Serious Situations, plesae specity SUPP

AEYN
Has the subject experienced any new or 
changes to adverse events since signing the 
informed consent?

DROP



NLP



!" + Word2Vec + BERT 
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• QMRSTNO
• UVWXYZ[\]L&[\%^UVWX&U_.

• LM`U:abjieba`U3cMRdef`
• PM`U:abnltk`U3cMRdef`.
• abWord2VeccLPMMRdeUgh]i.
• abjklBERTWXcLPMMRde>mgh
]i
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1noOIDpNameqrstudeghv
2noOIDpName`wghvuqrst
3n9xabOID
4n9xabName



NLP
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Machine Learning Model
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yzgh2
SVM

{|}

~2��
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�
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����}

CatBoost

K����XGBoost
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OID:SAEYN

NAME�Serious AE?

AESER:6
DROP  :1
SUPP  :1 

SAEYN ==> AESER



Low-Cost Setup



AI
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• �b��&GPTnClaude�AI$�t������p��� ¡¢
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• klNO£¤p¥¦
• §�¨©ª«&¬­®�¯vWX
• kl°±&²³YNO´µYWX´¶kl·¸´¹
• ¬­º¶&ST



Thank You!


