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Proposal to Establish a Data Repository

October 17, 2012

I.  Background
This document is being presented in response to Resolution #11-02-04:
Development of Plan for a Northwest Tribal Data Repository.  It directed staff at the NPAIHB EpiCenter to partner with the Northwest Indian College Centers for Health (NWICCH) to develop a plan for a Northwest Tribal Data Repository to be housed at the NPAIHB, which details: physical data security; compliance with all human subjects and data privacy regulations, including HIPAA; data archiving to protect from loss; compliance with strong, tribally focused IRB requirements; and protections from data misuse.
The Northwest Portland Area Indian Health Board (NPAIHB) supports responsible research involving tribes and American Indian people in general. By "responsible research" we mean that investigators conduct research that is sensitive to and respectful of the needs and culture of American Indian/Alaska Native (AI/AN) people and is conducted with full permission of involved tribes in accordance with current research standards as codified in federal and tribal law, and related policies.

Data Repositories are part of health research in the 21st century.  Congress, the National Institutes of Health, and other funders require that research data are available to additional researchers beyond the primary ones, and promote data repositories as the means to make the data available.  In addition, Tribes, Indian Health Boards, and Tribal-based researchers may want certain research data stored for their future use in a data repository with sensitivity toward, and responsibility for, the concerns and values of Indian Tribes, Indian communities and people, and Tribal-based organizations such as Indian Health Boards (IHBs) and Tribal Colleges and Universities (TCUs).

The NPAIHB has listed components of Researcher Sensitivity and Responsibility:
   Researcher Sensitivity
   •
Ensure understanding and good communication

   •
Respect tribal culture and traditions

   •
Respect tribal sovereignty and self-determination

   •
Respect concerns and opinions of community

   •
Respect local research priorities and needs

   •
Respect individuals, families, and communities

   •
Respect human participants' rights and dignity

   •
Exclude over-studied populations from participation

   •
Demystify research

   •
Be accessible

   •
Provide feed-back and findings in a timely manner
   •
Respect a tribe's right to decline participation

   •
Respect the autonomy and decisions of the tribe

Researcher Responsibility
   •
Communicate and coordinate with tribal leaders

   •
Negotiate tribal and community consent to participate

   •
Maximize benefits and minimize risks

   •
Protect human participants and sensitive data

   •
Comply with informed consent process

   •
Obtain appropriate approvals to conduct research such as; service unit director, tribal, IHS research committee, and IRB approval

   •
Do not begin research until all approvals are obtained

   •
Share results of the research with the tribes

   •
Protect participant and tribal identity

   •
Build capacity within the community

   •
Comply with the agreed-upon protocol specifications

   •
Comply with tribal and IHS publication clearance

(http://www.npaihb.org/epicenter/conducting_research_in_indian_country/) Accessed 10/2012
II. NPAIHB Data Repository
The Northwest Portland Area Indian Health Board (NPAIHB) Data Repository will store data from research involving American Indian and Alaska Native (AI/AN) Tribes, communities, and people, and involving IHBs and TCUs.  The NPAIHB is committed to ensuring that the NPAIHB Data Repository will benefit AI/AN individuals, Tribes, communities, IHBs, TCUs, and high quality research, and therefore ultimately the public.  This commitment is important to funders and to this Data Repository.  The NPAIHB developed this document to maximize the value of high quality research in Indian Country.

This document outlines the NPAIHB's expectations, policies, and practices for its Data Repository.  They are based on best practices across a wide array of innovative, ethical, and conscientious organizations engaged in person-centered and community-centered research and scientific discovery involving AI/AN Individuals, Tribes, communities, and organizations.  The NPAIHB intends this document to provide all interested parties with information about the NPAIHB Data Repository's sensitivities and responsibilities.
The sensitivities and responsibilities of the NPAIHB Data Repository are in part based on the NPAIHB's "Researcher Sensitivities and Responsibilities," above.  The structure of the NPAIHB Data Repository has been proposed after investigation of alternatives by the Data Repository Planning Group.

  A. Sensitivities of the NPAIHB Data Repository


The Data Repository must:
    1.
Ensure understanding and good communication among participating individuals, Tribes and communities, IHBs, TCUs, and researchers and their institutions;
    2.
Respect Tribal and AI/AN culture and traditions;
    3.
Respect Tribal sovereignty and AI/AN self-determination;
    4.
Respect concerns and opinions of the community;
    5.
Respect local research priorities and needs;
    6.
Respect individuals, families, and communities;
    7.
Respect human participants' rights and dignity;
    8.
Respect research, researchers, and research institutions;
    9.
Include data from only research projects that were sensitive about and responsible for AI/AN Tribes, communities, and people, and IHBs and TCUs;
   10.
Assist communication between researchers and AI/AN participants and partners to explain and demystify research and AI/AN concerns;
   11.
Be accessible, through adopted policies and procedures, to Tribes involved in the stored research;
   12.
Provide data, using approved policies and procedures to be developed and approved by the NPAIHB staff, in a timely manner back to original Tribes and authorized users;
   13.
Respect the right of a participating AI/AN Tribe, community, IHB, or TCU to exclude its research data from the repository; and
   14.
Respect Tribal sovereignty and decisions of the AI/AN Tribes, communities, and people, and IHBs and TCUs involved in the research.
B. Responsibilities of the NPAIHB Data Repository


The NPAIHB Data Repository shall:
    1.
Comply with the Policies and Procedures approved by the NPAIHB for the Repository;
    2.
Comply with review and approval procedures by NPAIHB and other relevant organizations (Tribes, IHBs, TCUs, communities, and IHS);
    3.
Communicate and coordinate with AI/AN leaders and organizations;
    4.
Negotiate the terms of consent to store their data by Tribes, AI/AN communities, and AI/AN-based organizations;
    5.
Maximize benefits and minimize risks to Tribes, AI/AN communities, and AI/AN-based organizations;
    6.
Meet all relevant standards by the Tribes, AI/AN communities, and AI/AN-based organizations involved, and federal and state regulations regarding privacy, research ethics, and protection of individual, Tribal, and community participants;
    7.
Include in its practices the health concerns and health priorities of the Tribe[s], AI/AN community[ies], and AI/AN-based organizations originally involved;
    8.
Protect individual and communities participants and sensitive data;
    9.
Include data from only research that had obtained approvals by relevant and appropriate administrative personnel (for instance, the Service Unit Director for clinic-located research), the involved Tribes, AI/AN communities, AI/AN-based organizations, IRB[s], and NPAIHB Data Repository Committee;
   10.
Include in the Data Repository only research that complied with informed consent processes for individual, Tribal, community, IHB, and TCU participants;
   11.
Comply with the protocol specifications of each research project agreed-upon by the involved or relevant Tribes, AI/AN communities, AI/AN-based organizations, and IRBs;
   12.
Not store research data until all necessary approvals to store the data are obtained from the involved or appropriate Tribes, AI/AN communities, AI/AN-based organizations, and IRBs;
   13.
Share stored research data with future users under the following procedures, in all cases using Application for Data approved by the NPAIHB Data Repository Committee,

•
Share stored research data with the Tribe[s] originally involved, as requested,
•
Share stored research data with qualified future users listed in the research protocol approved by the involved or relevant Tribes, AI/AN communities, AI/AN-based organizations, and IRBs,
•
Share stored research data with qualified future users other than those listed in the approved research protocol, applying through the funder or directly to the NPAIHB Data Repository;
   14.
Protect the identity of individual, Tribal, and community participants; and
   15.
Help build capacity within the Tribes and communities of the original research.
  C. Structure of the NPAIHB Data Repository
    1.
The NPAIHB's Data Repository Planning Group examined three different possible options for the NPAIHB Data Repository's structure.


•
NPAIHB staff develops, establishes, and maintains its own Data Repository.

Major advantage[s] of this option:

○
The NPAIHB's control is maximal, because the NPAIHB Board controls the actions of the staff.

Major disadvantage[s] of this option:

○
The costs to procure and maintain the hardware, software, and personnel with expertise in data repositories is maximal, because the NPAIHB currently does not have the hardware, software, or personnel; and

○
The time needed to establish a Data Repository would be maximal, due to the time to acquire what is needed; and

○
Because the required state-of-the-art hardware and software are continually changing, the costs to maintain and repeatedly update the hardware and software would be large
•
The NPAIHB contract with an existing, experienced, data repository located at or in a university.
Major advantage[s]:

○
The cost of the repository is low, because the NPAIHB would use another's existing hardware, software, personnel with expertise, and maintenance and updates; and

○
The time needed to establish a Data Repository would be minimal, due to all resources being already in place.

Major disadvantage[s]:

○
The university-based data repositories the Planning Group is familiar with appear to be relatively rigid in their policies of control of the data, and to be less able or unable or unwilling to let NPAIHB, Tribes, and Tribal-based organizations control their own data.

•
Contract with an existing, experienced, data repository of an umbrella organization that permits each organization within the umbrella to control its data in the repository.  

Major advantage[s]:



○
The NPAIHB's control is close to maximal, because the umbrella organization's policy is that each organization controls its data; and

○
The cost of the repository is low, because the NPAIHB would use another's existing hardware, software, personnel with expertise, and maintenance and update; and

○
The time needed to establish a Data Repository would be minimal, due to all resources being already in place.

Major disadvantage[s]:

○
The NPAIHB must first verify that the umbrella organization has the correct policies and values concerning the control by each member organization, and that the umbrella organization values and respects the concerns of the NPAIHB; and

○
the NPAIHB must first verify that the umbrella organization has the required hardware, software, maintenance and update, and expertise for the NPAIHB's Data Repository.

    2.
The Planning Group believes that the Genetic Alliance is an umbrella with the required values and policies, and also with sufficient hardware, software, and expertise, for the NPAIHB to partner with for its Data Repository.

•
The Genetic Alliance is an umbrella organization of 1,200 disease advocacy groups, the great majority of which were organized by consumer advocacy people.  (Most consumer advocacy people are family of people with the rare genetic disease in question.)

•
The leaders of the Genetic Alliance, and the leaders of many of its member organizations, have experienced struggles with academic researchers and academia similar to the struggles that Tribes and Tribal-based organizations (including the NPAIHB) have experienced.  The reason for the similar experiences is that the some researchers or their institutions dislike being directed by other than academic researchers.

•
Ms. Sharon Terry, President/CEO of Genetic Alliance and Mother of two children with a rare genetic disease, has consulted with Canadian First Nations about First Nations establishing repositories, and with the (then) Director of the IHS Research Program and Chair of the IHS National IRB -- Bill Freeman -- about the same issues.  Her husband, Patrick, was co-founder of the Genetic Alliance Registry and BioBank, and also has consulted with Tribal-based organizations.
•
The similarity of experiences in research projects of the Genetic Alliance by some of its members, and by Ms. Sharon Terry (CEO of the Genetic Alliance) herself, with the experiences of the NPAIHB and Tribes, suggest that the Genetic Alliance may be an ideal organization with which the NPAIHB can partner.  Ms. and Mr. Terry's contacts and consultations with First Nations and tribal-based organizations, and earlier contact with Bill Freeman, strengthen the trust that the planning group has in contracting with the Genetic Alliance.
  D. Recommendations for the Board's consideration.
We recommend that the NPAIHB:
1. Accept the Sensitivities and Responsibilities of the NPAIHB Data Repository listed above; and
2. Authorize the NPAIHB staff to draft a detailed Governance Plan for the Data Repository, and bring it to the Board for its approval; and

3. Authorize the NPAIHB staff to investigate whether a contract with the Genetic Alliance is feasible and appropriate for this Data Repository, and if yes, to draft a contract for the approval by the Board; and

4. Authorize the NPAIHB staff to bring to Board for its approval a draft detailed plan of the structure for the NPAIHB Data Repository.
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