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Requirements for regulatory RWD

Currently, and absent a waiver, sponsors submitting clinical and 
nonclinical study data (including those derived from RWD sources) 
in submissions subject to section 745A(a) of the FD&C Act are 
required to use the formats described in the Study Data Guidance 
and the supported study data standards listed in the Catalog. (R 
109-112)
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Requirements for regulatory RWD

RWD
(EHR, Claims, etc..)

Currently, and absent a waiver, sponsors submitting clinical and 
nonclinical study data (including those derived from RWD sources) 
in submissions subject to section 745A(a) of the FD&C Act are 
required to use the formats described in the Study Data Guidance 
and the supported study data standards listed in the Catalog. (R 
109-112)

FDA recognizes that a range of approaches may be used to apply 
currently supported data standards (e.g., Clinical Data Interchange 
Standards Consortium’s (CDISC’s) Study Data Tabulation Model 
(SDTM)) to RWD sources such as EHR or claims data. (R 125-127)

With adequate documentation of the conformance methods used 
and their rationale, study data derived from RWD can be 
transformed to SDTM datasets and submitted to FDA in an 
applicable drug submission. (R 129-131)

Date
October 2021
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STUDYID DOMAIN USUBJID VISITNUM MHSEQ MHTERM MHCAT MHDTC MHSTDTC

EX-030 MH 10005 115407 8 Hypothyroidism PAST MEDICAL HISTORY 2024-10-07 2024-10-07

EX-030 MH 10006 101357 1 Chronic Heart Failure PAST MEDICAL HISTORY 2021-08-11 2021-08-11

EX-030 MH 10006 101357 2 Hypothyroidism PAST MEDICAL HISTORY 2021-08-11 2021-08-11

EX-030 MH 10006 101357 3 History Of Myocardial Infarction PAST MEDICAL HISTORY 2021-08-11 2021-08-11

EX-030 MH 10006 101357 4 Peripheral Arterial Disease PAST MEDICAL HISTORY 2021-08-11 2021-08-11

EX-030 MH 10006 101357 5 Dementia PAST MEDICAL HISTORY 2021-08-11 2021-08-11

EX-030 MH 10006 101357 6 Hyperlipidemia PAST MEDICAL HISTORY 2021-08-11 2021-08-11

EX-030 MH 10006 101357 7 Chronic kidney disease PAST MEDICAL HISTORY 2021-08-11 2021-08-11

EX-030 MH 10006 101357 8 Atrial Fibrillation PAST MEDICAL HISTORY 2021-08-11 2021-08-11

EX-030 MH 10006 101357 9 Coronary Artery Disease PAST MEDICAL HISTORY 2021-08-11 2021-08-11

EX-030 MH 10006 101357 10 Hypertension PAST MEDICAL HISTORY 2021-08-11 2021-08-11

EX-030 MH 10006 107449 11 Aortic Plaque PAST MEDICAL HISTORY 2023-07-07 2023-07-07

EX-030 MH 10006 102846 12
Chronic Obstructive Pulmonary 

Disease
PAST MEDICAL HISTORY 2023-07-07 2023-07-07

EX-030 MH 10007 103422 1 Diabetes Mellitus PAST MEDICAL HISTORY 2021-03-05 2021-03-05

EX-030 MH 10007 104819 2 Hyperlipidemia PAST MEDICAL HISTORY 2021-08-12 2021-08-12

EX-030 MH 10007 104819 3 Chronic kidney disease PAST MEDICAL HISTORY 2023-02-28 2023-02-28

EX-030 MH 10007 104819 4 Atrial Fibrillation PAST MEDICAL HISTORY 2023-02-28 2023-02-28

RWD: Straight to SDTM project
Medical history (MH)



STUDYID DOMAIN USUBJID VISITNUM MHSEQ MHTERM MHCAT MHDTC MHSTDTC

EX-030 MH 10005 115407 8 Hypothyroidism PAST MEDICAL HISTORY 2024-10-07 2024-10-07

EX-030 MH 10006 101357 1 Chronic Heart Failure PAST MEDICAL HISTORY 2021-08-11 2021-08-11

EX-030 MH 10006 101357 2 Hypothyroidism PAST MEDICAL HISTORY 2021-08-11 2021-08-11

EX-030 MH 10006 101357 3 History Of Myocardial Infarction PAST MEDICAL HISTORY 2021-08-11 2021-08-11

EX-030 MH 10006 101357 4 Peripheral Arterial Disease PAST MEDICAL HISTORY 2021-08-11 2021-08-11

EX-030 MH 10006 101357 5 Dementia PAST MEDICAL HISTORY 2021-08-11 2021-08-11

EX-030 MH 10006 101357 6 Hyperlipidemia PAST MEDICAL HISTORY 2021-08-11 2021-08-11

EX-030 MH 10006 101357 7 Chronic kidney disease PAST MEDICAL HISTORY 2021-08-11 2021-08-11

EX-030 MH 10006 101357 8 Atrial Fibrillation PAST MEDICAL HISTORY 2021-08-11 2021-08-11

EX-030 MH 10006 101357 9 Coronary Artery Disease PAST MEDICAL HISTORY 2021-08-11 2021-08-11

EX-030 MH 10006 101357 10 Hypertension PAST MEDICAL HISTORY 2021-08-11 2021-08-11

EX-030 MH 10006 107449 11 Aortic Plaque PAST MEDICAL HISTORY 2023-07-07 2023-07-07

EX-030 MH 10006 102846 12
Chronic Obstructive Pulmonary 

Disease
PAST MEDICAL HISTORY 2023-07-07 2023-07-07

EX-030 MH 10007 103422 1 Diabetes Mellitus PAST MEDICAL HISTORY 2021-03-05 2021-03-05

EX-030 MH 10007 104819 2 Hyperlipidemia PAST MEDICAL HISTORY 2021-08-12 2021-08-12

EX-030 MH 10007 104819 3 Chronic kidney disease PAST MEDICAL HISTORY 2023-02-28 2023-02-28

EX-030 MH 10007 104819 4 Atrial Fibrillation PAST MEDICAL HISTORY 2023-02-28 2023-02-28

RWD: Straight to SDTM project
Medical history (MH)



SDTM

ADVERSE EVENTS (AE)

CLINICAL EVENTS (CE) VITAL SIGNS (VS)

LABORATORY TEST 
RESULTS (LB)

EXPOSURE AS COLLECTED 
(EC)

DEMOGRAPHICS (DM) MEDICAL HISTORY (MH)

…

‸‸

18,000 tablesEHR 2

7,000 tablesEHR 1

10,000 tablesEHR 1

ICD-10 code

E11.22 (Type 2 

diabetes mellitus with 
diabetic chronic kidney 

disease)

Data sources

…

Hospital 20

Hospital 4

Hospital 3

Hospital 2

Hospital1

USUBJID VISITNUM MHSEQ MHTERM

… 10007 103422 1 Diabetes Mellitus …

RWD: Straight to SDTM project



SDTM

ADVERSE EVENTS (AE)

CLINICAL EVENTS (CE) VITAL SIGNS (VS)

LABORATORY TEST 
RESULTS (LB)

EXPOSURE AS COLLECTED 
(EC)

DEMOGRAPHICS (DM) MEDICAL HISTORY (MH)

…

‸‸

18,000 tablesEHR 2

7,000 tablesEHR 1

10,000 tablesEHR 1

Data sources

…

Hospital 20

Hospital 4

Hospital 3

Hospital 2

Hospital1

Problem list

diabetes type II

USUBJID VISITNUM MHSEQ MHTERM

… 10007 103422 1 Diabetes Mellitus …

RWD: Straight to SDTM project



SDTM

ADVERSE EVENTS (AE)

CLINICAL EVENTS (CE) VITAL SIGNS (VS)

LABORATORY TEST 
RESULTS (LB)

EXPOSURE AS COLLECTED 
(EC)

DEMOGRAPHICS (DM) MEDICAL HISTORY (MH)

…

‸‸

18,000 tablesEHR 2

7,000 tablesEHR 1

10,000 tablesEHR 1

Data sources

…

Hospital 20

Hospital 4

Hospital 3

Hospital 2

Hospital1

Discharge summary

DM2

USUBJID VISITNUM MHSEQ MHTERM

… 10007 103422 1 Diabetes Mellitus …

RWD: Straight to SDTM project



SDTM

ADVERSE EVENTS (AE)

CLINICAL EVENTS (CE) VITAL SIGNS (VS)

LABORATORY TEST 
RESULTS (LB)

EXPOSURE AS COLLECTED 
(EC)

DEMOGRAPHICS (DM) MEDICAL HISTORY (MH)

…

‸‸

18,000 tablesEHR 2

7,000 tablesEHR 1

10,000 tablesEHR 1

Data sources

…

Hospital 20

Hospital 4

Hospital 3

Hospital 2

Hospital1

Labs

HbA1c = 7.2%
USUBJID VISITNUM MHSEQ MHTERM

… 10007 103422 1 Diabetes Mellitus …

RWD: Straight to SDTM project



‸‸

18,000 tablesEHR 2

7,000 tablesEHR 1

10,000 tablesEHR 1

Data sources

…

Hospital 20

Hospital 4

Hospital 3

Hospital 2

Hospital1

SDTM

ADVERSE EVENTS (AE)

CLINICAL EVENTS (CE) VITAL SIGNS (VS)

LABORATORY TEST 
RESULTS (LB)

EXPOSURE AS COLLECTED 
(EC)

DEMOGRAPHICS (DM) MEDICAL HISTORY (MH)

…

Provenance of core data elements to 
allow tracking of these elements back to 
their respective points of origin, with 
clear documentation of modifications 
that may have occurred. (R 1097-1099)

RWD: Straight to SDTM project



Takeaways

RWD RCT approach

2

CDM approach

1

AI Middleware approach

3



Thank You!
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