
Monica M. Bertagnolli, MD
Dana-Farber/Brigham & Women’s Cancer Center

Alliance for Clinical Trials in Oncology

Finding Value in Sharing Clinical Trial Data:
Overcoming Usability and Sustainability Challenges



Disclosures:  
none relevant to today’s discussion

• Research funding to the Alliance for 
Clinical Trials in Oncology Foundation
– AbbVie
– Agenus
– Astellas
– AstraZeneca
– Baxalta
– Bayer HealthCare
– Breast Cancer Research Foundation
– Bristol-Myers Squib
– Celgene
– Complion
– Czarnowski
– Derse, Inc.
– Eisai
– Exelixis
– Genentech
– GHI
– Gilead Sciences
– GSK Total

– Incyte Corporation
– Janssen
– Jazz Pharma
– Leap Therapeutics
– Leidos
– Lexicon Pharma
– Lilly
– Maltrex
– Merck
– Millennium
– Novartis
– Pfizer
– Pharmacyclics
– Robert Wood Johnson Foundation
– Roche/Genentech
– Sagerock Advisors
– Sanofi
– STO
– Syntalogic
– Taiho Oncology
– Takeda
– Tesaro
– Teva





Data sharing as a fundamental goal

Characteristics of a successful trial:

Answers important questions

Achieves timely accrual of appropriately 
representative patients

Addresses disparities

Generates high quality data

Creates resources for future use

data

biospecimens



Alliance Participation in the 
NCI’s National Clinical Trials Network:

65 Years of Multi-institutional Clinical Trials Data

2010:  68 trials enrolling  
– 7 semi truck loads of paper

1955:  Protocol #1 for patients with acute leukemia  
– 4 institutions, carbon copies

2011:  Adoption of NCTN-wide electronic data management system

2007:  ACCENT Group established  
– Adjuvant therapy of colon cancer

2015:  NCTN-NCORP Data Archive 



Platforms for Alliance Data

NCTN/NCORP studies published 
on or after January 1, 2015

”legacy” trials:  studies completed before 

availability of NCTN/NCORP Data Archive

Biospecimens linked to clinical 
trials data

All other requests

Germline genomic analyses linked to 
clinical trials data



Alliance contributions 2015-2019

38 publication datasets

33 unique trials

22 publication datasets

20 unique trials

40 unique trials

23,337 patients, 355,570 specimens

15 requests completed

5 IRB-approved data transfers

4 unique trials



All other requests

Alliance contributions 2015-2019

143 data sets shared 

100 external collaborators

43 Alliance members

January to October, 2019 

28 data requests received

15 completed



Statistics and

Data Center

Researcher Demands

A high-quality clinical research 
program will always saturate the 
capabilities of its Statistics and 

Data Center



Data quality monitoring

Results analysis and 
manuscript preparation New study design

DSMB and funding 
agency reports Data use requests



Motivation

• Publications list the source of the data

• Co-authorship when significant 
contributions to the new knowledge 
is generated by the shared activity

• Funding agencies make data sharing 
a condition of awards and provide 
resources to support this activity

• Core values:  Responsibility to clinical 
trials participants to share data in ways 
that bring the most benefit to society



What makes Alliance data sharing possible?

• Resources specifically for data sharing

– Alliance Data Sharing Working Group

– Additional available platforms

• Planning for data use

– Contracts and agreements

– Consent

• Data Standards

– Standard data formats

– Electronic data capture
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