caBIG Data Sharing and Intellectual Capital Working Group (DSIC WG)

Survey on Data Sharing Restrictions

Respondent’s Contact Information

Cancer Center:

Division (e.g., tech transfer, industrial relations, etc.):

Cancer Center Role in caBIG (developer, adopter):

Contact Name:

Contact E-Mail:

Contact Title: — |

Contact’s Degree(s): | r
[ )

Survey Purpose

The National Cancer Institute (NCI)-d?n ted Cancer }rs have agfeed to partner with the

NCI in the development of the er, Biomedica Informatics Gfid (¢aBIG) (<ht{p://cabig.nci.nih.gov/>).
The caBIG pilot initiative seeks| to intggrate dataf from more thar] 50 cancer cgpiéerS in ways that make it

useful for clinic d basic resedrcherg to consume vast array of genetic and clinical information. As
ters a librfiry of topls an urces, from clinical trial management
and pfthology toolsf all of gwhich are built on common standards and are
interoperable. Participatjon in cdBIG
be openly accegssible to fhe caBIG compamnity. It is recognized that not all data can be shared because of
agreements wi partyy, however, caBIG participants are encouraged to share as much data as
possible.

PosSible Scenarios for caBIG Data Sharing:

1) Sharing of Pilot Data for Testing Purposes: As caBIG software applications are developed and
ready for initial testing by the designated Adopter sites, followed by more global piloting at all interested
sites, sets of test data will be submitted from the pilot centers, consisting of actual anonymized (per HIPAA
requirements) data with the content specific to the application being tested.

Examples:

o Sample file of protocol data with administrative and scientific characteristics

o File of patients accrued to clinical trials over the past year, with disease, treatment, & outcomes
data

e File of biomarkers for patients with a particular disease

2) Sharing of Study Data for Multi-Centered Consortia of Cancer Centers: Several cancer centers
who have agreed to collaborate on a specific multi-centered protocol agree to share their required data for
transmission to a pooled central repository located at the Data Coordinating Center, using caBIG
compatible tools, with links to the IDs retained at the local site, and the pooled data sent as de-identified
records per HIPAA requirements.

Examples:
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e Data from a multi-centered Phase II clinical trial data with laboratory correlates
e Shared data on patterns of care and outcomes for a multi-centered outcomes research study
e Pooling of genomic data across several centers following the same protocol for testing

3) Web-services Based Data Sharing: Utilization of web-based services to facilitate near real-time
automated discovery of data residing at local cancer centers, without actually transmitted data to a physical
central storage location.

Examples:
o Centers expose data on their active clinical trials to a web-services based search engine to allow
patients to search for studies for a particular disease nationwide
e Data on genomic variants studied at a particular center are exposed to a web-services engine to
facilitate potential nationwide collaborations |
0

4) caBIG Data Warehousing: Data that transitions rapidl ne?ﬁ e centrally pooled for
extensive data mining and discovery are transmitted to a centraleaBIG ddta warehopse, with detailed access
policies defined to determine who may mine the data and for what purpgses.

Examples:
e A central data warchouse of Serious Advepve\ Events (SAB¥is|created acrgss all centers, with data
on the nature, severity, ttribution of thle SAE along with information oh insitution, protocol ID,

agent(s) received, patierft diagosis and gtage, \and timing of the even?ﬁ‘ pattern recognition of

usters or spikes gt SAEs

e Central warehouse of gegomic data by disease type, wiﬂ(m;tient information and links back to the
actual §amples rgtained gt the ‘Cancer Cgnter fofﬁlotype—phenotype correlative analyses

/
-

concerning aring and intellectual capital in the caBIG initiative. To the extent that an individual
Cancer Center has entered, or will enter, into agreements with industry partners granting rights in genetic
and clinical data, the Center may not be able to make such data available for the caBIG network.
Therefore, the following survey is designed to develop a sense of each of the participating caBIG
institutions' freedom to share its data. Specifically it is designed to answer the question of what restrictions
may be placed on each institution's data as a result of collaborations with industry and other academic
institutions. For the sake of simplicity, this survey assumes that all privacy, confidentiality, HIPAA and/or
IRB requirements have been met. Please answer to the best of your ability and add comments as
appropriate. All information obtained from this survey will be kept confidential and will only be
distributed in de-identified, or aggregate, form. Please submit your responses thirty (30) days following
receipt of the survey. The DSIC Working Group recognizes that responding to the survey will require time
on your part to search databases and prepare responses. Therefore, please know that your efforts are greatly
appreciated. ...and perhaps they should be encouraged to contact caBIG representatives at their institution
to assist in completing this survey or in addressing questions?

For each scenario below, please indicate the approximate number of formal agreements on file in
your office. For the purposes of these questions, “your institution” refers to an investigator or group of
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investigators representing your Cancer Center. “Ownership” refers to any legal or intellectual property
rights associated with the material in question.

1. Your institution provides biospecimens to another academic (not-for-profit) institutions in exchange for
experimental data about those specimens and —

__ Total number of agreements
___Specimens are provided, but no data is exchanged
__ Data can be shared only with one specific investigator at your institution
__Data can be shared only with investigators at your institution
__Data can be shared with other institutions and third parties
__ Your institution is considered the “owner” of specimens and data |
__ Your institution is considered the “owner” of the spemmens‘ju.t nt e dat
__ Your institution places specific restrictions on how the Biogpeciniens can bg used
___There is no official “ownership” policy state

Please list other special arrangements made for such agreements: ’|

-
-
2. Your insﬁtuﬁl\pro ides bloslpec ens to in ( r—profw exchange for experimental data about
those specimerls and — -
-
__ Total qumber offagreemgnts -

___Specinjens are provided,'but n&data is exchanged
__ Data c3n be slgared oxﬂﬂvﬁh one specific investigator at your institution
__ Data ca shared only with investigators at your institution

Date”Can be shared with other institutions and third parties

__ Your institution is considered the “owner” of specimens and data
___Your institution is considered the “owener” of the specimens, but not the data
__ Your institution places specific restrictions on how the biospecimens can be used
___There is no official “ownership” policy stated

Please list other special arrangements made for such agreements:

3. Your institution receives biospecimens from another academic (not-for-profit) institutions in exchange
for experimental data about those specimens and —

___ Total number of agreements

__ Data can be shared only with one specific investigator at the other institution
__ Data can be shared with other investigators at your institution as well

__ Data can be shared with other institutions and third parties

__ Your institution is considered the “owner” of the data

___ There is no official “ownership” policy stated
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Please list other special arrangements made for such agreements:

4. Your
those sp

institution receives biospecimens from industry (for-profit) in exchange for experimental data about
ecimens and —

__ Total number of agreements

___Data can be shared only with the commercial entity

___Data can be shared with other investigators at your institution as well
__ Data can be shared with other institutions and third parties

___Your institution is considered the “owner” of the data

____Industry is considered “owner” of the data

Please list other special arrangements made for such agreements:

____There is no official “ownership” policy stated r |
—|

-

5. Your institution receives biospecimen associat ta from anoﬂﬁrl academic (Rot-for-profit) institution

for the purposes of analysis amd

___Data can be sha
___Data can be sha
___Data can be sha

/

Total n@fber of agreemén

d only with one specifj 1nvest1 ator afﬁr institution
d only pith investigatérs at y6ur 1nst1tut10n
d with pther institutifs and third parties

Your igstitutiogfis codryed tfe “owner” of any findings as a result of analysis
The ingtitutigff providing data is considered the “owner” of any findings as a result of analysis

___ Therets
Please list

fficial “ownership” policy stated
er special arrangements made for such agreements:

6. Your institution receives biospecimen associated data from industry (for-profit) for the purposes of

analysis

and -

___Total number of agreements
____Data can be shared only with one specific investigator at your institution
____Data can be shared only with investigators at your institution
____Data can be shared with other institutions and third parties
____Your institution is considered the “owner” of any findings as a result of analysis
___Industry is considered the “owner” of any findings as a result of analysis
____There is no official “ownership” policy stated

Please list other special arrangements made for such agreements:
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7. Your institution receives reagents or compounds from another academic (not-for-profit) institution for
experimentation purposes and —

___Total number of agreements
___Results can be shared only with one specific investigator at your institution
___Results can be shared only with investigators at your institution
___Results can be shared with other institutions and third parties
____Your institution is considered the “owner” of any findings as a result of analysis
___The institution providing the reagent is considered the “owner” of any findings as a result of
analysis
___There is no official “ownership” policy stated
Please list other special arrangements made for such agreements:

,»|f

8. Your institution receives reagents or compounds from industry [ for-profit) for ekperimentation purposes
and —

___ Total number of agreeménts

__ Results can be shared only withl one speciffic investigator af your institut(

__ Result§’Can be shared only wig¢h investig at your institytion

__Resultd can be shared wigh other institutjons and thjrd prties

__ Your igstitution s considered the “ownér” of @iy findings as a result of analysis

viding the rea‘g@t i¢€onsidered the “owner” of any findings as a result of analysis
___ There s no offjtial “owngship” policy stated

Please list othef speci arrange)mae‘nts made for such agreements:

»|

’

9. Your institution is conducting a clinical trial sponsored by another academic (not-for-profit) institution
and —

__ Total number of agreements
__ Clinical trial data can be shared only with one specific investigator at your institution
__ Clinical trial data can be shared only with investigators at your institution
__ Clinical trial data can be shared with other institutions and third parties
__ Your institution is considered the “owner” of any findings as a result of the clinical trial
___The institution sponsoring the clinical trial is considered the “owner” of any findings as a result of
the study
___ There is no official “ownership” policy stated
Please list other special arrangements made for such agreements:

10. Your institution is conducting a clinical trial sponsored by industry (for-profit) and —
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___Total number of agreements
___Clinical trial data can be shared only with one specific investigator at your institution
___Clinical trial data can be shared only with investigators at your institution
__ Clinical trial data can be shared with other institutions and third parties
___Your institution is considered the “owner” of any findings as a result of the clinical trial
___The company sponsoring the clinical trial is considered the “owner” of any findings as a result of
the study
___ There is no official “ownership” policy stated
Please list other special arrangements made for such agreements:

11. Your institution develops and provides an analytical tool (e.g. software g )I‘lth|‘n) to industry (for-
rofit) in exchange for financial support and —

p ) g - —

Total number of agreements

__ Tool can be used only by one specific investigator at your n}ti+tion

__ Tool can be used only by investigators at ypur\institution
___ Tool can be shared Wﬁhﬁ:r ihstitutions gind third parties /
— Your ir?gkﬁon is considered the “owner] of thg tool
__ The*company is\consideged gfe “owner” —
___ There s no officjal “owr€rship” policy gtated
Please list othef special angel:FLtS 1ade foych agﬁlen‘cs:
-
/
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