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NNDC Corporate Policy
Governing Use of Data Collected through the Mood Outcomes Program
Introduction
The National Network of Depression Centers (NNDC) is a not-for-profit (501(c)(3)) organization dedicated to utilizing standardized, large-scale, evidence-based, multi-site assessments and long-term, longitudinal outcome monitoring to transform diagnosis, personalized treatment, and maintenance of wellness, for individuals with clinical depressions, bipolar illnesses, and related mood disorders. Headquartered in Ann Arbor, Michigan, membership consists of the nation’s leading academic medical centers with specialized programs in depressions and bipolar illnesses. The NNDC is the inaugural network of its kind dedicated to collaboratively investigating, clinically translating, and transforming care delivery for these prevalent brain illnesses. Clinical depressions, bipolar illnesses, and related conditions impact one of every six individuals. Ranked as the second most expensive clinical disorders in America, they are the most common cause of death by suicide, they greatly decrease workplace productivity, and they produce anguishing family disruptions. They commonly co-occur with, and produce major complications for, other chronic illnesses such as cancers, diabetes, and heart diseases.      

As part of achieving its mission, vision, and goals, the NNDC (Hereinafter “NETWORK”) has sponsored the development and operation of the NNDC Mood Outcomes program to support the aims of its members, faculty participants, and to advance its clinical vision. Recommendations were influenced by and take meaningful steps to emulate parallel recommendations put forth by the Institute of Medicine (IOM) of the National Academies1.  The primary objective of this program is to provide a clinical program for use at NNDC Member Sites with signed membership agreements (Hereinafter “MEMBER”) that will improve the care provided to patients with mood disorders. To achieve this, the Mood Outcomes Program:
· Promotes measurement-based care of patients with mood disorders (Hereinafter “PATIENTS”) by collecting from them four brief self‐rated assessments at each clinical visit that clinicians will review with the patients during their visits to monitor their progress
· Provides decision support tools for clinicians to help them tailor treatment to the needs of their patients, and
· Creates a platform to facilitate quality improvement at the clinic and population level, while reducing overall data collection burden, by providing reports of aggregate data indicating the types of patients seen at our clinics, how they are doing as a group over time, and what care management strategies are most effective.
The Mood Outcomes Program is a clinical program which necessitates the use of protected health information (PHI). There is also a research component to this program – a separate, de‐identified data set is also created to support ongoing research and NNDC programs.   This policy outlines the nature, scope, limitations, and oversight of the use of the research data.

Policy Goals
The goal of this policy is to outline the appropriate use of Mood Outcomes research data set, promoting the principles of open science, protecting the interests of the PATIENTS, each MEMBER, and the NETWORK.  By making the data set available we seek to support programs to accelerate discoveries to improve the lives and outcomes of patients suffering from depressions and bipolar illnesses.

Oversight
Mood Outcomes Data Use is managed by the Mood Outcomes Steering Team (Hereinafter STEERING TEAM) and overseen by the NNDC Executive Committee and Board of Directors.  The Mood Outcomes Steering Committee members include: NNDC Clinical Registry Champion, NNDC Research Registry Champion, NNDC Board Chair, NNDC Medical Director, and NNDC Executive Director, plus subject matter experts.

Data Use Provisions
The following provisions outline appropriate use of Mood Outcomes data by the NETWORK:
1. Protected Health Information (PHI) is not made available for research or for use in NETWORK products. PHI is only accessible by a) personnel at the MEMBER site treating the PATIENTS, b) personnel at the MEMBER site with access authorized by their IRB, or c) a very small HIPAA certified team of experts who maintain the system on HIPAA compliant servers in a secure data center.

2. MEMBER USE: Non-PHI research data set may be used by MEMBERS as follows under the oversight of the Mood Outcomes Steering Committee:
a. MEMBER Research: MEMBERS may request data for use in non-commercial research or quality improvement programs by submitting a Data Request Form to the STEERING COMMITTEE (see Requestor Responsibility below)
b. NNDC Services:  The NETWORK may use data to support MEMBERS or for internal purposes to improve NETWORK services offered to MEMBERS.

3. NON-MEMBER NOT-FOR-PROFIT USE: Non-PHI research data sets may be used in the following manner with approval of the STEERING COMMITTEE AND approval of the Board of Directors: 
a. Not-for-Profit Research: Not-for-profit entities may contract with or collaborate with the NETWORK for data analysis and results using the Non-PHI research data sets for non-commercial research funded through unrestricted grants for academic purposes or to support quality improvement programs. An NNDC member must be part of the research team. The research data set or extracts of the data set shall not be released – only the results of the analysis may be released, so this would need to be addressed early in the process with any journals that normally require the release of datasets used after a specified blackout period. NETWORK may charge a fee. 
b. NNDC Services:  The NETWORK may use data to improve NETWORK services offered to not-for-profit entities. NETWORK may charge a fee.

4. COMMERCIAL USE: Non-PHI research data set may be used in the following manner with approval of the STEERING COMMITTEE AND approval of the NNDC Executive Committee of the Board of Directors AND written approval of each MEMBER site included: 
a. Commercial Research: Commercial entities may contract with the NETWORK for data analysis and results using the Non-PHI research data sets. An NNDC member must be part of the research team. The research data set or extracts of the data set shall not be released – only the results of the analysis may be released, so this would need to be addressed early in the process with any journals that normally require the release of datasets used after a specified blackout period. NETWORK may charge a fee. NETWORK may charge a fee.
b. Clinical Research Follow-up: Commercial entities conducting clinical research at MEMBER sites may contract with NETWORK to provide aggregated longitudinal follow-up data for participants in both the clinical research program and the Mood Outcomes program.  An NNDC member must be part of the research team. The research data set or extracts of the data set shall not be released – only the results of the analysis may be released, so this would need to be addressed early in the process with any journals that normally require the release of datasets used after a specified blackout period. NETWORK may charge a fee. NETWORK may charge a fee.
c. Member Site Profiles: Meta-data may be used to identify MEMBER sites meeting clinical research demographic criteria for the purpose of making site recommendations.  NETWORK may charge a fee.
d. NNDC Services:  The NETWORK may use data to improve NETWORK services offered to commercial entities. NETWORK may charge a fee.

5. DERIVATIVE PRODUCT USE: Non-PHI research data set may be used in the following manner with approval of the STEERING COMMITTEE AND approval of the NNDC Executive Committee of the Board of Directors: 
a. NNDC Services: Services informed by the data, but not containing or disclosing data may be offered to both not-for-profit and commercial entities (e.g. practice guidelines). NETWORK may charge a fee.

6. ALL OTHER: Any other use of the PHI data set or Non-PHI data set not explicitly set forth in items 1 through 5 above require approval of the STEERING COMMITTEE AND approval of the  NNDC Executive Committee of the Board of Directors AND written approval of each MEMBER included before the use will be authorized. NETWORK may charge a fee.

Intellectual Property
People, departments, and institutions who contributed data and/or analysis shall negotiate any intellectual property arising from these activities in good faith on a case-by-case basis. In all cases, each contributing MEMBER retains ownership of the data submitted. All data shall be maintained in the secure HIPAA compliant NNDC Knowledgebase for as long as the NNDC continues operations. In the unlikely event that the NNDC ceases operations, all data shall be destroyed unless MEMBER designates transfer to another organization.

Requestor Responsibility
Users of the data are responsible for protecting the confidentiality of the PATIENTS and will be required to attest to the following as a part of any general data request. 
· I will not attempt to link individual data records to individual patients or patient identifiers.  
· I will not share the data requested with anyone outside of the team designated in the data request.
· I will only use the data for the uses authorized by the IRB Letter and the Research protocol submitted with the data request. I will submit a new data request for any new analyses I wish to pursue.
· I will store requested data in a HIPAA compliant secure location and indemnify the NNDC in the case of a security breach.
· I will destroy the requested data after publication, according to FDA rules.
· If I wish to present or publish findings from the data requested, I will contact the NNDC for approval prior to submission.  For publications, I will follow the guidelines found in the NNDC Publications Policy.
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Reference: 1 Grossman C, Powers B, McGinnis JM, eds. The foundation for continuous improvement in health and health care workshop series summary. Washington (DC): National Academies Press, 2011
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