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Why?

* Public health

* Maximizing investment

* Accelerate learning

* Foster collaboration (pay it forward)

Ultimately...transparency, reproducibility,
secondary use of medical research, are good
for society
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Recently .....

Ehe New Jork Tomes

Biden Unveiling Public Database for
Cliniead Data on Cancer

The Washington Post

Biden unveils launch of
IMELOE, OPCN=Reeess
database to advance
cancer research
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Biden Unvells Major
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Joe Biden Just Announced a
Huge New National Cancer
| Database waring
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Moorshot Inftlistve
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E A Revival:
Gathering of Data Sharing Evangelzsts
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Carrots & Sticks: Author Incentives

Data authors
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BE Bierer, et al N Engl J Med 2017; 1684-1687




Carrots & Sticks:

Clinical Study Data Request Site 5/23/17, 6*37 AM
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ClinicaIStUde Registered Users, Please Login

DataRequest.com

HOME STUDY SPONSORS STEP BY STEP MY REQUESTS LOGIN OR CREATE AN ACCOUNT METRICS HELP

Study sponsors

This section of the site provides information on study sponsor's criteria for listing studies and other relevant
sponsor specific information.
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Contentious issues: data sharing...and
comparisons

United !JJ
l' Healthcare

NOVARTIS

HCA

Hospital Corporation of America™

S, KaiseR
% permanente.

GET WITH THE
GUIDELINES.




R Rt R N S R S

Ethical Considerations

The ethical responsibility to share data
generated by publicly funded research must
be balanced against the need to protect
patient privacy and scientific integrity.
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Principles

* Patient privacy: Essential obligation
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Principles

* Patient privacy: Essential obligation
* Health system privacy: Sometimes necessary
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The Balance of Benefits & Risks

EVIDENCE
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Collaboratory Trials Policy

* Data sets will be structured to maximize future scientific value
while protecting patient and health system privacy.

* Data should not include any of the 18 HIPAA-specified direct
identifiers

* Investigators may make more detailed data available through a
more “restrictive” data sharing option
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Structures and tools
(from least to most restrictive)

Public archive — send data to any user
Private archive — send data to approved users

For any purpose
For approved purposes only (e.g. governed by DUA)

Public enclave — any user may send questions to data
Private enclave — some users may send questions to data

Automatically executed
Moderated (either queries or results)

..ﬂ. N | H E D | | a h D ratﬂ I-‘YReth/'nking Clinical Trials®

Health Care Systems Research Collaboratory



R Rt R N S R S

Summary

* Data sharing is a societal good

* Like healthcare, health systems are....
complex

* Collaboratory should lead the way
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Thank You
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