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Only 3% of adult cancer patients participate in clinical trials

Understudied populations

–Age 15-19 and > 65

–Underrepresented minorities

–Residents of rural communities

–Patients with co-morbid conditions

–Uninsured patients

Wanted: High-Quality Data for All Cancer Patients 
1.7M New 

Cancer

Patients
each year    

in US
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Approach
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Build a vibrant community that collaborates on:

▪Use cases

▪Data models and FHIR Implementation Guides

▪ Implementations

▪ Pilots

▪Open
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Initial Collaborators
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Research and Care Use Cases leading toward a 
Learning Health System for Cancer
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A standard health record for oncology

The minimal set of data elements 
applicable to all cancers, and collected for:

Oncology data element domains: 
patient, disease, treatment, 

outcomes, genomics, lab/vital

Use-case driven and 
targeted use

Standardized 
information 
exchange

Patients

CANCER
Providers Research

Government/ 
RegulatoryVendors

Payers

mCODE , or Minimal Common Oncology 

Data Elements, is a data standard that can be 
widely adopted. It holds promise to greatly 
increase high-quality data for all cancer types.

TM

Treatment

Outcome

Lab/Vital

Patient

Disease

Genomics
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http://hl7.org/fhir/us/mcode/2019SEP/index.html

http://hl7.org/fhir/us/mcode/2019SEP/index.html
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▪ 96% concordance with 95% probability

▪ Led to NCI funding for Phase 2

ICAREdata® Study Phase 1

▪ Clinicians collected Cancer Disease 

Status as structured phrases in patient 

clinical note

▪ Evaluated correspondence between this 

RWD and clinical trial data

Clinical Research

Approach

Validate can prospectively collect high-quality data 

Clinical Site Partners

Clinical Trials Results
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ICAREdata® Study Phase 2

• Demonstrate that research-quality RWD can 
support clinical trial endpoints 

• Incorporate ICAREdata and mCODE into 
clinical trial protocols

• Alliance A071701 (Brain Mets) trial

• Alliance A021703 SOLARIS (Vitamin D) Trial

▪ Use existing EHRs to collect key outcome 

data not structured today

• Cancer disease status (In mCODE v0.9.1)

• Cancer treatment plan change (Possible 

mCODE extension)

▪ Aggregate mCODE data across trial sites

EHR-based clinical trials endpoints collection Clinical Research

ICAREdata Approach Potential Clinical Site Partners
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How Are Treatment Decisions Currently Made?
Clinical

Care
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Data elements

Comparable 

outcomes and 

side effects 

from matched 

patients

Matching to similar patients in CancerLinQ database

Clinical
Care
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and

CodeX Domains of Interest to Prospective Members
Use cases within domains 

will be shaped by CodeX members
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CodeX announced at HL7/Atlanta (Sep 17)
Currently talking with prospective Founding Members

CodeX Website: http://www.hl7.org/CodeX

CodeX Confluence Page: https://confluence.hl7.org/display/COD/CodeX+Home

http://www.hl7.org/CodeX
https://confluence.hl7.org/display/COD/CodeX+Home
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1st Cancer 
Data Summit 
Oct 2-3 McLean, VA
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1st Cancer 
Data Summit 
Oct 2-3 McLean, VA

Public report coming within a month
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Discussion

Questions


