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Disclaimer

• This presentation reflects the opinions of the presenters and should not be 
construed or considered to represent regulatory authorities’ views or 
policies.
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AGENDA

Regulatory Landscape for the Utilization of 
RWD/RWE

Key Considerations of a Trustworthy RWD 
Analytics Platform

Q&A
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Real-World Evidence Derived from the Analysis of 
Real-World Data

…regulatory issues related to 
RWD such as utilization of 

medical information databases. 
Medical information databases 

includes electronic medical 
records, diagnosis procedure 
combination from hospital 

information system; Claims for 
medical fees and dispensing fees; 

and disease registry.

RWD are data relating to 
patient health status and/or 
the delivery of health care 
routinely collected from a 

variety of sources. RWE is the 
clinical evidence regarding the 

usage and potential benefits, or 
risks of a medical product 

derived from analysis of RWD.

…sources include real-world 
data (such as electronic health 
records, insurance claims data 

and data from patient 
registries), genomics, clinical 

trials, spontaneous adverse drug 
reaction reports, social media 

and wearable devices…

Framework for FDA’s RWE Program HMA/EMA Big Data Task Force Japan PMDA - RWD WG

https://www.fda.gov/science-research/science-and-research-special-topics/real-world-evidence
https://www.ema.europa.eu/en/about-us/how-we-work/big-data#metadata-list-describing-real-world-data-(new)-section
https://www.pmda.go.jp/english/rs-sb-std/rs/0023.html#20210323
https://www.pmda.go.jp/english/rs-sb-std/rs/0023.html#20210323
https://www.pmda.go.jp/english/rs-sb-std/rs/0023.html#20210323
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Utilization of RWE Across the Pharmaceutical 
Product Lifecycle

Strategy 
Development

R&D 
[Preclinical] 

Clinical Development 
[Phase I-III] 

Regulatory 
Approval

Market Access 
and Commercial

Post-market 
Monitoring

⚫ Identify unmet 
medical needs

⚫ Optimize clinical 
trials

⚫ Feasibility 
assessment

⚫ Ensure safety

⚫ Support drug 
discovery

⚫ Target identification

⚫ Support regulatory 
submission

⚫ External control 
arm

⚫ Understand market 
landscape

⚫ Demonstrate product 
value

⚫ Improve engagement
Claims

PRO: Patient-reported outcome
SDOH: Social determinants of health
EMRs: Electronic medical records 

Registry EMRs PRO Wearable Genomics Social mediaSDOH

DATA
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US FDA Regulation and Guidance on RWE

⚫ Framework for FDA’s Real-World Evidence Program

⚫ Use of Electronic Health Records in Clinical Investigations

⚫ Real-World Data: Assessing Electronic Health Records and Medical Claims Data 

to Support Regulatory Decision-Making for Drug and Biological Products

⚫ Data Standards for Drug and Biological Production Submissions Containing Real-

World Data

⚫ Real-World Data: Assessing Registries to Support Regulatory Decision-Making for 

Drug and Biological Products

⚫ Considerations for the Use of Real-World Data and Real-World Evidence to 

Support Regulatory Decision-Making for Drug and Biological Products

⚫ Submitting Documents Utilizing Real-World Data and Real-World Evidence to FDA 

for Drugs and Biologics

⚫ Considerations for the Design and Conduct of Externally Controlled Trials for Drug 

and Biological Products

⚫ Integrating Randomized Controlled Trials for Drug and Biological Products Into 

Routine Clinical Practice

⚫ Use of Real-World Evidence to Support Regulatory Decision-Making for Medical 

Devices

⚫ Use of Real-World Data and Real-World Evidence to Support Effectiveness of 

New Animal Drugs

⚫ Considerations Regarding Non-Interventional Studies for Drug and Biological 

Products

In December 2024, CDER 
established a new Center 
for Real-World Evidence 

Innovation

In December 2018, FDA evaluates the 
potential use of RWE to support:
• adding or modifying an indication 

(e.g. a change in dose, dose regimen, 
or route of administration) 

• adding a new population; 
• adding comparative effectiveness or 

safety information

In December 2025, FDA states 
it will accept RWE without 
requiring that identifiable 

individual patient data



Copyright  © SA S Inst i tute  Inc.  Al l rights reser ved.

Europe EMA Strategy and Guidance on RWE

• Data Analysis and Real World Interrogation 
Network (DARWIN EU)

• EU initiative coordinated by EMA to use 
RWD for the evaluation and supervision of 
medicines

• Data network of 31 partners across 16 EU 
countries, providing access to data from 
over 188 million patients

• Promote data-driven innovation and early 
access to innovative products through real-
world evidence (RWE) and proactive 
approaches to safety surveillance

• a closed-door, confidential virtual meeting 
with the MHRA

• By 2030, the integration of RWE in clinical 
evidence generation should follow six 
guiding principles.
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Japan PMDA Regulation and Guidance on RWE

Using claims and EMR databases for Post-
Marketing Safety Assessment.

Using registry 
databases for 

application

• RWE have been practically utilized as an external 
control arm for drug approval. 

• Points to consider in utilizing RWD/RWE
• Frequent communication
• Feasibility 
• Minimize bias
• Study design consideration
• Sensitivity analysis
• Personal health information privacy protection
• Data reliability
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Regulatory Submission with RWE 

• Reviewed and characterized current uses of 
RWE for regulatory submission. 

• A total of 85 relevant use cases identified 
from 2016 to 2022.

31, 36%

54, 64%

Therapeutic Area

Oncology Non-oncology

59, 70%

2, 2%

24, 28%

Purpose

Original marketing application

Label modification

Label expansion

17, 20%

42, 49%

26, 31%

Rationale

As primary
evidence

Support single-
arm trial

As supplmentary
data to RCTs
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Key Considerations for RWE in Regulatory Submission

Process

Methods

Data

-Reliability-
-Relevance-

-Transparency-
-Reproducibility-

Whether the study 
conduct meets 
regulatory requirements

Whether the trial or 
study design used to 
generate RWE can 
provide adequate 
scientific evidence to 
answer or help answer 
the regulatory question

Whether the RWD 
are fit for use
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A Trusted & Modern RWD Analytics Platform can 
help…

T rus ted RWD 
Analyt ic s P la tform+Su bje ct Matte r  

Ex perts

• Speed to insight
• Risk mitigation
• Maximize ROI
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Consume multiple types of data from a wide 
variety of environments and sources

Leverage more diverse RWD in large 
volume to gain deeper insights 

You can… so that…

Features of A Trusted & Modern RWD Analytics Platform 

On-Premise

In 
Memory

In 
Database

In 
Stream

In 
Cloud

File Type
◼ Parquet
◼ ORC
◼ CSV
◼ XLSX
◼ JSON

◼ Images
◼ TXT
◼ XLM
◼ XPT
◼ JMP

◼ Unstructured
◼ SPSS
◼ Stata
◼ SAS7BDAT
◼ SASHDAT ,etc…
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You can… so that…

Quickly profile and analyze large volumes of data via 
interactive visualization and automated analytics

Understand key data elements, size of population, 
data issues and gain insights quickly

Features of A Trusted & Modern RWD Analytics Platform 
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Use a systematic approach to control data quality, 
secure data provenance and automate repetitive tasks 
for data preparation

Increase confidence in the resultant data during 
data curation and data transformation

You can… so that…

Features of A Trusted & Modern RWD Analytics Platform 
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You can… so that…

Efficiently manage analytical assets generated from 
multiple projects and develop standard templates

Leverage validated analytic assets to produce 
reliable results and establish best practices for 
studies (e.g., routine, simple, complex)

GitHub Repository - SAS analytic templates

Features of A Trusted & Modern RWD Analytics Platform 

https://github.com/sassoftware/sas-studio-custom-steps?tab=readme-ov-file
https://github.com/sassoftware/sas-studio-custom-steps?tab=readme-ov-file
https://github.com/sassoftware/sas-studio-custom-steps?tab=readme-ov-file
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You can… so that…

Ensure a clear governance on data and analyses on a 
central environment

Increase transparency, reproducibility and 
traceability of the analyses

Features of A Trusted & Modern RWD Analytics Platform 
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You can… so that…

Utilize end-to-end trustworthy AI capabilities, 
including explainable models, transparent model 
governance, bias detection, and continuous monitoring

Develop, validate, and deploy AI for RWD 
analysis in a consistent, ethical, and scientifically 
reliable way.

Features of A Trusted & Modern RWD Analytics Platform 

Fairness & Bias Assessment

LIME Explanations/SHAP Values

Monitor Performance
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Features of A Trusted & Modern RWD Analytics Platform 

• Necessary computing power and storage

• Scalability and Flexibility

• Better performance via in-database and in-
memory parallel processing 

• Hosting environment to reduce IT burden

• Access to multiple data sources

CLOUD-NATIVE

• For cross-functional and various skills

• Low-code/no-code UIs and programming 
interfaces

• Shared access to breakdown silos

COLLABORATION

• Descriptive and inferential statistics

• Frequentist and Bayesian statistics 

• Forecasting and optimization 

• AI/Machine Learning

• Computer vision & Natural language processing

Statistics + Advanced Analytics

• Multiple programming languages (SAS, R, Python)

• Third-party integration (APIs, MCP)

OPENNESS

• Cover end-to-end analytics lifecycle

• Manage analytical assets

• Improve governance with transparency

• Enhance efficiency via automation

UNIFIED & TRUSTWORTHY
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Photo by 
krystianwin

Improve Health Outcome

RCT 

Data

RWE

Method Process

Modern and Trustworthy Analytics Platform

Reliability, Relevance, Transparency, Reproducibility 

Conclusion

https://pixabay.com/photos/rome-pantheon-architecture-church-5008962/
https://pixabay.com/photos/rome-pantheon-architecture-church-5008962/
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Thank you
Any Question?

William.Kuan@sas.com

Ashwini.Reddy@sas.com
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