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The AIM

Properly and accurately defining patient 
cohorts to affect validity and reliability
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US FDA Regulation and Guidance on RWE

Date Published Title

August 2017 Use of Real-World Evidence to Support Regulatory Decision-Making for Medical Devices

July 2018 Use of Electronic Health Records in Clinical Investigations

December 2018 Framework for FDA’s Real-World Evidence Program

September 2021 Assessing Electronic Health Records and Medical Claims Data To Support Regulatory Decision-Making for Drug and Biological Products

October 2021 Data Standards for Drug and Biological Product Submissions Containing Real-World Data

November 2021 Assessing Registries to Support Regulatory Decision-Making for Drug and Biological Products

September 2022 Submitting Documents Utilizing Real-World Data and Real-World Evidence to FDA for Drugs and Biologics

February 2023 Considerations for the Design and Conduct of Externally Controlled Trials for Drug and Biological Products

August 2023
Considerations for the Use of Real-World Data and Real-World Evidence to Support Regulatory Decision-Making for Drug and Biological 

Products

https://www.fda.gov/science-research/science-and-research-special-topics/real-world-evidence

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

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/use-real-world-evidence-support-regulatory-decision-making-medical-devices
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/use-real-world-evidence-support-regulatory-decision-making-medical-devices
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/use-real-world-evidence-support-regulatory-decision-making-medical-devices
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/use-real-world-evidence-support-regulatory-decision-making-medical-devices
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/use-real-world-evidence-support-regulatory-decision-making-medical-devices
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/use-electronic-health-record-data-clinical-investigations-guidance-industry
https://www.fda.gov/media/120060/download
https://www.fda.gov/media/120060/download
https://www.fda.gov/media/120060/download
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/real-world-data-assessing-electronic-health-records-and-medical-claims-data-support-regulatory
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/real-world-data-assessing-electronic-health-records-and-medical-claims-data-support-regulatory
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/real-world-data-assessing-electronic-health-records-and-medical-claims-data-support-regulatory
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/real-world-data-assessing-electronic-health-records-and-medical-claims-data-support-regulatory
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/data-standards-drug-and-biological-product-submissions-containing-real-world-data
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/data-standards-drug-and-biological-product-submissions-containing-real-world-data
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/data-standards-drug-and-biological-product-submissions-containing-real-world-data
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/real-world-data-assessing-registries-support-regulatory-decision-making-drug-and-biological-products
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/real-world-data-assessing-registries-support-regulatory-decision-making-drug-and-biological-products
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/real-world-data-assessing-registries-support-regulatory-decision-making-drug-and-biological-products
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/submitting-documents-utilizing-real-world-data-and-real-world-evidence-fda-drugs-and-biologics
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/submitting-documents-utilizing-real-world-data-and-real-world-evidence-fda-drugs-and-biologics
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/submitting-documents-utilizing-real-world-data-and-real-world-evidence-fda-drugs-and-biologics
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/submitting-documents-utilizing-real-world-data-and-real-world-evidence-fda-drugs-and-biologics
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/submitting-documents-utilizing-real-world-data-and-real-world-evidence-fda-drugs-and-biologics
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/considerations-design-and-conduct-externally-controlled-trials-drug-and-biological-products
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/considerations-use-real-world-data-and-real-world-evidence-support-regulatory-decision-making-drug
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/considerations-use-real-world-data-and-real-world-evidence-support-regulatory-decision-making-drug
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/considerations-use-real-world-data-and-real-world-evidence-support-regulatory-decision-making-drug
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/considerations-use-real-world-data-and-real-world-evidence-support-regulatory-decision-making-drug
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/considerations-use-real-world-data-and-real-world-evidence-support-regulatory-decision-making-drug
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/considerations-use-real-world-data-and-real-world-evidence-support-regulatory-decision-making-drug
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/considerations-use-real-world-data-and-real-world-evidence-support-regulatory-decision-making-drug
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/considerations-use-real-world-data-and-real-world-evidence-support-regulatory-decision-making-drug
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/considerations-use-real-world-data-and-real-world-evidence-support-regulatory-decision-making-drug
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Mastering the RWE Workflow

https://www.fda.gov/science-research/science-and-research-special-topics/real-world-evidence

Data 
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• Dynamic
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Generating Cohorts

Code
SAS, SQL, database, etc.

Custom Steps, Flows 
& Agents

SAS® Health Copilot
Gen AI

Expert 
Consulting
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SAS®Viya
The SAS® Platform for Life Sciences.

Automate
The mundane

Extend
Access to data & 

analytics

Manage
Analytic assets

Eliminate
Redundancy
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Custom Steps
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Building Custom Steps
GUI Designer backed by SAS Code
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Interacting with Custom Steps
In a flow or in a tab
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Flows
Chain Repeatable Processes
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Custom Steps
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Agentic Building
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MCP Tool Server
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Accessing the RWE Agent
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SAS Studio Flow vs. Conversational Agent + RAM

SAS Studio Flow Agent

PROS CONS

Deterministic execution 
paths

Rigid execution paths

Programs do not deviate 
from planned flow

Changes need to be hard-
coded

Lineage and governance 
due to status as a SAS 
content “object”

SAS / SQL based paradigms 
for filter – requires 
conformation to syntax

Conversational Agent + RAM

PROS CONS

Flexible execution path Hallucination risks

Agent decides flow on 
case-by-case basis

Need for stronger, explicit 
guardrails 

Conversational interface 
accommodating wide 
range of filters

Need to track each 
execution path separately
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Visual Analytics
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Visual Analytics Dashboard
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Visual Analytics
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