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Office of Clinical / Translational Research (OCTR)
DATA USE AGREEMENT- Metastatic Clinical Breast Cancer Database 
Data sharing:

The goal of sharing the dataset is to make data originally acquired with investigator-specific interest available to collaborators for further study. This data use agreement outlines the terms for data use.

Purpose:
What parties are allowed to use the limited dataset?

This agreement is between the principal investigator of the originating study and the principal investigator(s) of the collaborative study.  Additional study personnel with access to the data are also listed.  


Originating OCTR Data Source:  Metastatic Breast Cancer Clinical Database
PIs:  E. Claire Dees, MD, claire_dees@med.unc.edu
         Carey Anders, MD, carey_anders@med.unc.edu
Honest Broker:  Julie Benbow, julie_benbow@med.unc.edu
Honest Broker: Amy Garrett, amy_garrett@med.unc.edu
Honest Broker: Juanita Ramirez, juanita_ramirez@med.unc.edu

Collaborative Study Staff: 
PI(s):  
Additional study staff accessing data, including statisticians, students, mentors:
The requested data will only be released to listed collaborating investigator(s) and research staff listed in above.  These staff should be included on an IRB application for use of the data.  Release of data to any other collaborating investigator or staff member requires approval by listed PIs as well as an IRB modification. 
· At the time of data request, the collaborating investigator(s) will provide names and contact information of all individuals who will be involved in using the limited dataset including a statistician and any technicians or research assistants on the project.
· It is the responsibility the collaborating investigator(s) to ensure that all personnel accessing the data abide by the terms outlined in this data use agreement. 

· It is the responsibility of the collaborating investigator(s) to inform the originating office of any changes to personnel dealing with the dataset.
What data will be shared?
Will identifiers be shared?  The following are identifiers as defined by the UNC Chapel Hill Institutional Review Board, please check all that apply to your data request.  
a. __
Names

b. __
Telephone numbers  
c. __
Any elements of dates (other than year)
d. __
Any geographic subdivisions smaller than a State, including street address, city, county, precinct, zip code and their equivalent geocodes, except for the initial three digits of a zip code

e. __
Fax numbers 

f. __
Electronic mail addresses

g. __
Social security numbers 

h. __
Medical record numbers

i. __
Health plan beneficiary numbers

j. __
Account numbers 

k. __
Certificate/license numbers 

l. __
Vehicle identifiers and serial numbers (VIN), including license plate numbers  

m. __
Device identifiers and serial numbers (e.g., implanted medical device)

n. __
Web universal resource locators (URLs) 

o. __
Internet protocol (IP) address numbers 

p. __
Biometric identifiers, including finger and voice prints

q. __
Full face photographic images and any comparable images

r. __
Any other unique identifying number, code, or characteristic, other than dummy identifiers that are not derived from actual identifiers and for which the re-identification key is maintained by the health care provider and not disclosed to the researcher

In addition to the above-specified identifiers, the following study identifiers will be shared:

Participant ID (an “honest broker ID” automatically assigned in the database for each unique chart) is the identifier that accompanies clinical data in the datasets provided to collaborating investigators

Shared data will be de-identified unless the investigator has IRB approval for reviewing identifiable data.  If the data request involves identifiers, the IRB must reflect that.   
Which clinical data fields will be requested?

Honest brokers will not share the entire database in the form of a “data dump.”  Only cases and fields relevant to the project at hand will be given to the collaborating investigator(s).  This is done to maintain the integrity of the data and protect subjects not included in the collaborators analysis.  
Please specify which clinical data fields you are requesting from the database. You may copy and paste fields of interest from the data dictionary or you can type your request below:
It is the responsibility of the originating study’s honest broker(s) to assure all data are properly coded. 
· The honest brokers maintain the integrity, accuracy, and completeness of the data housed in the database and provided in the original dataset submitted to the collaborating investigator(s).
When will the dataset be available?
Original dataset:

· The dataset will be assembled, cleaned, and submitted to the collaborating investigator(s) within 3-4 weeks of parent study investigator’s documented approval of data sharing (or the ‘project determination meeting’ in which the specific collaborative study is discussed and/or IRB approval).
· If you are requiring data for an academic abstract deadline, please remember to allow additional time after the dataset is given for statistician analysis, review, and edits.  The OCTR is not responsible for late data requests that do not allow time for data analysis after data has been prepared, nor is the OCTR responsible for late data requests that do not allow for ample time for data managers to prepare data.  
Data updates:

· All requests for data updates (e.g. follow-up, survival data) must be approved by the originating study PI. The honest broker/data manager must be notified of any data update requests at least 1 month prior to the anticipated study analysis date.

· Originating study honest brokers cannot control the quality of any data that has been altered from its original format by the collaborative study data users. Consequently, data updates will be submitted as edits to the original dataset provided to the collaborating investigator(s).
How will data be transferred?

Data will be transferred via secured email to UNC medical school accounts only or via the UNC medical school secure data transfer utility. If a statistician is involved in the project, he/she will be given the data directly by the database manager via secure email or secure data transfer methods. 
How will data be stored and managed?

By originating study staff:
· The originating database is a password-protected application only accessible through a password-protected server, and log-in is only permitted on work stations with approved IP addresses. 

· The honest brokers’ linkage files will be housed on a password-protected server. 

By collaborative study staff:

· Data files must be stored on secured servers or password-protected devices. 
How long will the collaborative study be allowed to use the data?

Collaborative study data users understand that the limited dataset is current and up-to-date as of the date it is submitted to the collaborating investigator(s). 
There is no limit on how long these data may be utilized for this specified study. 

Additional requirements for use of limited dataset:

· The limited dataset will only be used for this specified study outlined in this data use agreement.  Additional or follow-up projects require a new data use agreement and IRB.  Data will not be re-used. 
· Regular review of the study’s progress with the OCTR is required. Please email any relevant updates.

· New variables may be created only with consent from Claire Dees and review by the honest broker/data manager (Julie Benbow). 
· Collaborating staff will consult the accompanying data dictionary (if provided) to confirm data definitions within the limited dataset. Any questions regarding data capture system or field/value clarification should be directed to originating study honest broker/data manager.
· If elements of the data set and/or findings that benefited from the use of the data will be used for publication/presentation (including but not limited to papers, books, book chapters, conference posters, presentations, etc.) the poster/manuscript/slides must be submitted to the originating investigator, Claire Dees, for review no less than one week prior to submission. The intent of this review is to maintain data quality and proper interpretation and analysis. 

· The collaborating investigator(s) agrees to document proper acknowledgement of the source of investigator-specific research data on any resulting publications as indicated in the OCTR Authorship Credit SOP.  Please let Julie Benbow know if you have questions or if you need the Authorship SOP sent to you again.
· By signing below, you are agreeing to the terms of this data use agreement as listed above.
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