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FDA 
 

제약회사로부터 
 방대한  

신청데이터 입수 

비임상시험 data 
- Computer system 

수기입력 
- PDF 첨부 

승인심사에 걸리는  
노력/시간 경감 

필요성 

2012년 
임상시험/비임상시험 

신청용 데이터의  
전자화 필요성  요구 

임상시험용 표준 포맷인  
SDTM 바탕 

SEND 개발 
(Standard for Exchange of 

Nonclinical Data) 



출처: SEND Datasets for Regulatory Requirements and Beyond, 谷本学校 毒性質問箱 第23号 2021 



Use Standard Exchange

Format

SDO Property Related

Properties

FDA Center(s) Date Support

Begins

Date Support

Ends

Date Requirement

Begins

[10] [11]

Nonclinical study datasets SEND XPT CDISC SENDIGv3.0 CDER 06-13-2011

03/15/2019 [1] [12]

03/15/2020 [2] [12]

12/17/2016 [1]

12/17/2017 [2]

Nonclinical study

datasets SEND XPT CDISC SDTMv1.5 CDER 08-21-2017

03/15/2019 [1]

03/15/2020 [2]

Nonclinical study

datasets SEND XPT CDISC SDTMv1.5 CBER 03-15-2021

03-15-2023

Nonclinical study datasets SEND XPT CDISC SENDIGv3.1 CDER 08-21-2017

03/15/2019 [1]

03/15/2020 [2]

Nonclinical study datasets SEND XPT CDISC SENDIGv3.1 CBER 07-14-2020 03-15-2023

Nonclinical study datasets SEND XPT CDISC SENDIGv3.1.1 CDER, CBER 02-15-2022 03-15-2023

Nonclinical study datasets SEND XPT CDISC SENDIG-Genetoxv1.0 CDER, CBER 12/13/2023 [12] 03-15-2025

Nonclinical study

datasets SEND XPT CDISC SDTMv1.6 CDER 03-05-2021

03/15/2023 [1]

03/15/2024 [2]

Nonclinical study datasets SEND XPT CDISC SENDIG-DARTv1.1 CDER 03-05-2021

03/15/2023 [1]

03/15/2024 [2]

Nonclinical study

datasets SDTM XPT CDISC SDTMv1.8 CDER 03-15-2020

03/15/2022 [1]

03/15/2023 [2]

Nonclinical study datasets SDTM XPT CDISC SENDIG-ARv1.0 CDER 03-11-2020

03/15/2022 [1]

03/15/2023 [2]

Nonclinical study datasets SDTM XPT CDISC SENDIG-ARv1.0 CBER 03-26-2024 03/15/2027 [1], [2]

Study data definition Define XML CDISC Define.xmlv1.0 CDER, CBER Ongoing 03/15/2018 [12]

12/17/2016 [1]

12/17/2017 [2]

Study data definition Define XML CDISC Define.xmlv2.0 CDER, CBER 08-07-2013

12/17/2016 [1]

12/17/2017 [2]

Study data definition Define XML CDISC Define.xmlv2.1 CDER, CBER 07-07-2020

03/15/2022 [1]

03/15/2023 [2]



SENDIG 3.0  

- Single dose general 
toxicity   study  

- Repeat dose general 
toxicity  study 

- Carcinogenicity study 
 

SENDIG 3.1  

- Respiratory safety   
pharmacology 

- Cardiovascular safety 
pharmacology 

 

SENDIG DART 1.1 
(2023/3/15) 

- Embryo-Fetal Development 
(EFD) study  

 

































SPONSOR 28 개 (21)

STUDY TYPE 수행 건수

Single Dose Toxicity 21

Repeat Dose Toxicity 51

Respiratory Function Test 9

Cadiovascular Function Test 9

Simplified TS 36

DART-FED 2

TOTAL 128



STUDY TYPE A사 B사 C사

Single Dose Toxicity 1

Dose Range Finding 1

Repeat Dose Toxicity 1

Repeat Dose Toxicity with TK 1

Respiratory Function Test

Cadiovascular Function Test

Simplified TS

(2017/12/17 이전 개시 시험)
3



STUDY TYPE D사 E사 F사 G사

Single Dose Toxicity 1 1

Dose Range Finding 1

Repeat Dose Toxicity 1 1 2

Repeat Dose Toxicity with TK 2

Respiratory Function Test 1 1

Cadiovascular Function Test 1

Simplified TS

(2017/12/17 이전 개시 시험)
11



STUDY TYPE H사 I사 J사

Single Dose Toxicity 2

Dose Range Finding 2

Repeat Dose Toxicity 2 1

Repeat Dose Toxicity with TK 1

Respiratory Function Test 1

Cadiovascular Function Test 1

Simplified TS

(2017/12/17 이전 개시 시험)



STUDY TYPE K사 L사 M사 N사 O사 P사

Single Dose Toxicity 2 1 2 4

Dose Range Finding 2 2 1

Repeat Dose Toxicity 2 2

Repeat Dose Toxicity with TK 2 1

Respiratory Function Test 1 1

Cadiovascular Function Test 1

Simplified TS

(2017/12/17 이전 개시 시험)
1 4



STUDY TYPE Q사 R사 S사 T사 U사

Single Dose Toxicity 2 1

Dose Range Finding

Repeat Dose Toxicity 1 1

Repeat Dose Toxicity with TK 1

Respiratory Function Test 1

Cadiovascular Function Test 1 1 1

Simplified TS

(2017/12/17 이전 개시 시험,

제출대상 제외 시험)

16



STUDY TYPE V사 W사 X사 Y사 Z사 a사 b사 c사

Single Dose Toxicity 2 2

Dose Range Finding 2 2 2 2 2

Repeat Dose Toxicity 1

Repeat Dose Toxicity with TK 2 2 2 1 2

Respiratory Function Test 1 1 1

Cadiovascular Function Test 1 1 1

Simplified TS

(제출대상 제외 시험)
1

Embryo-Fetal Development

study (EFD / SENDIG DART 1.2)
2



<예정> 
 

전자국제공통기술문서 
(eCTD)를 이용하여  

전자적으로 자료를 제출
하는 경우, 임상시험 관련 
국제표준 개발 컨소시엄 

(CDISC)의 표준을  
적용하여 자료 제출 

식품의약품안전처 
2023년  

CDISC 전문가 협의체 
회의를 진행 

FDA (12/13/2023) 

SENDIG-Genetox v1.0  
(03/15/2025 의무화) 



경청해 주셔서 감사합니다. 


