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Meet the Speaker

Mayur Saxena, PhD

Title: Cofounder & CEO

Organization: Droice Labs

As an entrepreneur and scientist, Mayur has concentrated on advancing medicine with
high-noise, big data analysis. Before founding Droice, he played key roles in several
startups, including co-founding a biotechnology firm in the diabetes space. He earned his
BTech at lIT Kanpur and his MS and PhD at Columbia University, focusing on the
computational physics of disease.




Disclaimer and Disclosures

N e The views and opinions expressed in this presentation are those of the
author(s) and do not necessarily reflect the official policy or position of

CDISC.

. » Mayur Saxena is an employee of Droice Labs, a company that
processes and prepares RWD for clinical and research applications.
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Requirements for regulatory RWD

i )

Data Standards for Drug and
m Biological Product Submissions Date
r A Containing Real-World Data October 2021
Guidance for Industry

b 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
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and the supported study data standards listed in the Catalog. i |
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RWD

(EHR, Claims, etc..)

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) “ e
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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)
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Common data models (CDM)
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Common data models (CDM)
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Products

..CDMs can introduce additional challenges for researchers
to consider...(R 331)

..combining many data sources, especially with the addition
of data transformation into a CDM, adds a layer of
complexity that should be considered...(R 324-325) , ,
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Medical Claims Data Ta

Support Regulatory Decision- N
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Products

Guidance for Industry

..CDMs can introduce additional challenges for researchers
to consider...(R 331)

..combining many data sources, especially with the addition
of data transformation into a CDM, adds a layer of
complexity that should be considered...(R 324-325) , ,

‘ ‘ ..data in CDM-driven networks rarely contain all of the
source information present at the individual health care
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sites, and the data elements chosen for a given CDM
g g network may not be sufficient for all research purposes or

questions..(R 337-340)
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Atrial fibrillation (AFib) cohort

» Hospital 1: 2% of patients on DOAC
+ Hospital 2: 36% of patients on DOAC
+ Hospital 3: 39% of patients on DOAC

Hypertension cohort

+ Hospital 1: 98% of patients with measured BP
+ Hospital 2: 85% of patients with measured BP
+ Hospital 3: 23% of patients with measured BP
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Medical history (MH)

RWD: Straight to SDTM project

STUDYID DOMAIN  USUBJID
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EX-030 MH 10006
EX-030 MH 10006
EX-030 MH 10006
EX-030 MH 10006
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101357
101357
101357
101357
101357
101357
101357
101357
101357
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102846

103422
104819
104819
104819

MHTERM
8 Hypothyroidism
1 Chronic Heart Failure
2 Hypothyroidism
3 History Of Myocardial Infarction
4 Peripheral Arterial Disease
5 Dementia
6 Hyperlipidemia
7 Chronic kidney disease
8 Atrial Fibrillation
9 Coronary Artery Disease

10 Hypertension
11 Aortic Plaque

Chronic Obstructive Pulmonary
Disease

1 Diabetes Mellitus

2 Hyperlipidemia

3 Chronic kidney disease
4 Atrial Fibrillation
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PAST MEDICAL HISTORY
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2024-10-07
2021-08-11
2021-08-11
2021-08-11
2021-08-11
2021-08-11
2021-08-11
2021-08-11
2021-08-11
2021-08-11
2021-08-11
2023-07-07

2023-07-07

2021-03-05
2021-08-12
2023-02-28
2023-02-28

MHSTDTC
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2021-08-11|
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Medical history (MH)
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STUDYID DOMAIN USuUBJID VISITNUM 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
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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 gr‘sf::; Obstructive Pulmonary o\ o1 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
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