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August 27, 2019 

 
Francis S. Collins, M.D., Ph.D. 
Director  
National Institutes of Health  
9000 Rockville Pike 
Bethesda, M.D. 20892 
 
Dear Dr. Collins,  
 
On behalf of the United South and Eastern Tribes Sovereignty Protection Fund (USET SPF), we write to 
provide comment and express concern to the National Institutes of Health (NIH) regarding three initiatives 
including:  

• All of Us;  

• Proposed Provisions for a Draft NIH Data Management and Sharing Policy; and 

• Intellectual Property, Inventions, and Patent Rights in Biomedical Research. 
 
Dear Tribal Leader letters (DTLLs) dated as early as April 2019 for all three initiatives convey that NIH 
wishes to engage in Tribal consultation and request input from Tribal Nations on how these initiatives may 
affect Tribal communities. Though the DTLLs were descriptive of the individual initiatives, they failed to 
include important consultation timelines as well as comment submission deadlines that are critical to the 
provision of Tribal advice and guidance. Frustratingly, we have recently been made aware that not only 
does consultation conclude for two of these initiatives in August 2019, but that the third has already 
concluded without announcement. Thus far, the actions of NIH have been of great concern not just to 
USET SPF, but to Tribal leaders, and members of the NIH Tribal Advisory Committee (TAC) who have 
commented on NIH’s conduct with regard to continued ineffective communications and insufficient 
consultation practices. As in our previous comments, USET SPF continues to underscore that NIH must 
recognize the critical importance of meaningful engagement with Tribal Nations and move forward in a 
manner that is inclusive and transparent.  
 
USET SPF is a non-profit, inter-tribal organization representing 27 federally recognized Tribal Nations from 
Texas across to Florida and up to Maine1. Both individually, as well as collectively through USET SPF, our 
member Tribal Nations work to improve health care services for American Indians. Our member Tribal 
Nations operate in the Nashville Area of the Indian Health Service, which contains 36 IHS and Tribal health 

 
1 USET SPF member Tribal Nations include: Alabama-Coushatta Tribe of Texas (TX), Aroostook Band of Micmac Indians (ME),  

Catawba Indian Nation (SC), Cayuga Nation (NY), Chitimacha Tribe of Louisiana (LA), Coushatta Tribe of Louisiana (LA),  
Eastern Band of Cherokee Indians (NC), Houlton Band of Maliseet Indians (ME), Jena Band of Choctaw Indians (LA),  
Mashantucket Pequot Indian Tribe (CT), Mashpee Wampanoag Tribe (MA), Miccosukee Tribe of Indians of Florida (FL),  
Mississippi Band of Choctaw Indians (MS), Mohegan Tribe of Indians of Connecticut (CT), Narragansett Indian Tribe (RI),  
Oneida Indian Nation (NY), Pamunkey Indian Tribe (VA), Passamaquoddy Tribe at Indian Township (ME), Passamaquoddy 
Tribe at Pleasant Point (ME), Penobscot Indian Nation (ME), Poarch Band of Creek Indians (AL), Saint Regis Mohawk Tribe 
(NY), Seminole Tribe of Florida (FL), Seneca Nation of Indians (NY), Shinnecock Indian Nation (NY), Tunica-Biloxi Tribe of 
Louisiana (LA), and the Wampanoag Tribe of Gay Head (Aquinnah) (MA).   
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care facilities. Our citizens receive health care services both directly at IHS facilities, as well as in Tribally-
operated facilities under contracts with IHS pursuant to the Indian Self-Determination and Education 
Assistance Act (ISDEAA), P.L. 93-638. 
 
USET SPF remains frustrated with NIH’s current implementation of Tribal consultation practices. Our 
concerns include conflicting and/or unclear information, a lack of outreach, the absence of firm deadlines, a 
lack of meaningful engagement, as well as the continued lack of an accounting on how previous input from 
Indian Country has been incorporated.  Before these three initiatives can move forward, USET SPF urges 
that NIH work closely with the NIH TAC and Tribal Nations to resolve all outstanding concerns from Indian 
Country. Despite the ambiguities surrounding the conclusion of consultation at the end of August, we 
provide additional comments below to NIH on Tribal consultation as well as the aforementioned three 
initiatives.  
 
NIH is in Violation of HHS Tribal Consultation Policy  
NIH is subject to existing processes that enable the agency to conduct Tribal consultation in a more 
meaningful and comprehensive manner. These processes are detailed within the U.S. Department of 
Health & Human Services (HHS) Tribal consultation policy – of which NIH is a sub-agency. The HHS Tribal 
consultation policy states that “it is essential that Federally-recognized Indian Tribes and the HHS engage 
in open, continuous, and meaningful consultation.” This consultation policy, which applies to all operating 
divisions of HHS, including NIH, includes an accountable process that ensures meaningful and timely input 
by Tribal Nations in the development of policies that have Tribal implications. Importantly, these processes 
include:   
 

1. Correspondence: Written communications, typically a DTLL, notifying Tribal Nations of consultation 
activities issued within 30 calendar days of an identified critical event as well as a timeframe to 
provide comment.  

2. Official Notification: Proper notice communicated to affected/potentially affected Tribal Nations 
through mailings, “broadcast” e-mails, federal register, and other outlets within 30 calendar days.  

3. Meeting(s): Meeting/s with Tribal Nations within 60 calendar days of official notification. 
4. Receipt of Tribal Comment(s): Communicate clear and explicit instructions on the means and 

time frames for Tribal Nations to submit comments on the critical event.  
5. Reporting of Outcome: Report on the outcomes of the consultation within 90 calendar days 

including providing status reports to Tribal Nations. 
 
However, NIH has failed to adhere to existing consultation policies as it seeks input on the three initiatives, 
and we are concerned that they will be finalized without meaningful input from Indian Country. Before 
moving forward with any efforts to finalize these policies/initiatives, USET SPF strongly recommends NIH 
immediately articulate and extend the timeline for formal consultation. NIH must schedule not just formal in-
person consultations but implement a written comment period with an explicit deadline for submission.  
 
We note that NIH is currently working with the TAC to draft its own Tribal consultation policy. It is troubling 
that NIH does not have an existing consultation policy and we are further concerned that the agency has 
been implementing federal programs and other activities using a patchwork of documents, both official and 
unofficial. We encourage NIH to continue to work closely with the TAC and to consult with Tribal Nations 
throughout this process, providing a written comment period with an appropriate deadline, to ensure a 
meaningful process for consulting with Tribal Nations is established. 
 
 
 



 
 

 

Draft NIH Data Management and Sharing Policy  
In December 2018, we submitted comments to NIH in response to the agency’s Request for Information 
(RFI) on Proposed Provisions for a Draft Data Management and Sharing Policy for NIH Funded or 
Supported Research. In our comments, we stress the federal government’s obligation to honor, protect and 
uphold Tribal sovereignty by requiring explicit consent from Tribal Nations with regard to data sharing. We 
further recommend the Draft Data Management and Sharing Policy address Tribal data considerations 
such as: data ownership and sovereignty, publication requirements and consent procedures, specimen-use 
and storage-destruction policy, data use provisions for future studies, and others. Additionally, much as 
“The Belmont Report” and the National Research Act of 1974 have integrated human subject protection as 
standard research practice, we call upon NIH in our comments to assist in Tribal Nation efforts to require 
the protection of AI/AN communities through mechanisms such as informed consent and approval from 
Tribal Nations on the collection, use, and sharing of Tribal data.  
 
Yet, despite the comments submitted to NIH from those within Indian Country, including USET SPF, NIH 
has failed to incorporate Tribal advice and guidance into the draft policy. As a result, we are deeply 
concerned that the final policy will not contain necessary protocols for integrating Tribal Nation protection 
and sovereignty concerns into common research practice. USET SPF reminds NIH that it has an obligation 
to ensure that Tribal Nations are able to protect our citizens and data, and that this obligation supersedes 
any data sharing interests. To ensure protections for Tribal Nation communities within the data sharing 
policy, we strongly recommend that NIH implement oversight mechanisms, in consultation with Tribal 
Nations, that are Tribally-driven and controlled, such as institutional/regional/local review boards.  
 
All of Us  
In February 2018, USET SPF submitted comments to NIH regarding the “All of Us” research program 
protocol that was published in August 2017. In our comments, we highlight a multitude of concerns, 
including the omission of data oversight/sovereignty for Tribal Nations, as well as a general lack of cultural 
understanding of Tribal communities and the distrust of research into our communities. To date, our 
questions and concerns have gone unaddressed by NIH with “All of Us,” despite multiple communications. 
Much like the Draft NIH Data Management and Sharing Policy, NIH continues to fail to incorporate vital 
recommendations from Indian Country into NIH policy related to All of Us. USET SPF continues to contend 
that NIH must, through broad and extensive Tribal consultation, develop a protocol or guidance that 
addresses Tribal concerns and ensures the unique status of Tribal Nations are taken into account before 
the ‘All of Us’ protocol can be utilized in Tribal communities and among the AI/AN population. Until such 
time, we stress the importance of NIH’s continued suppression of any previously collected AI/AN data. 
 
Intellectual Property, Inventions, and Patent Rights in Biomedical Research  
Though the DTLL did not contain a deadline or timeline, we have been informed that Tribal consultation has 
concluded regarding the Intellectual Property, Inventions, and Patent Rights in Biomedical Research 
initiative. In light of this, we are deeply concerned that NIH will again fail to thoroughly consider and 
incorporate Tribal guidance. As with the Draft Data Management and Sharing Policy and “All of Us” 
research program, the protection and ownership of Tribal data are of particular concern. We urge NIH to 
reopen the Tribal consultation period for the Intellectual Property, Inventions, and Patent Rights in 
Biomedical Research initiative with clear and explicit deadlines for one-on-one meetings, comment 
submission, and reporting of outcomes for Tribal Nations.   
 
Conclusion  
Despite the volume of correspondence and comments submitted to NIH by Tribal Nations on the three 
initiatives, NIH continues to fail to incorporate this advice and guidance as policies are developed. NIH has 
a legal and moral trust obligation uphold the sovereign status of Tribal Nations, as we seek to protect, 



 
 

 

regulate, and maintain ownership over the data of our citizens and Nations. This obligation supersedes 
other interests. Tribal Nations and AI/AN individuals continue to face negative impacts from the 
unauthorized and unpermitted use of genomic data without Tribal Nation informed consent. Therefore, it is 
essential that the sovereignty, ownership, privacy, and use of our data is protected, as NIH sets research 
practices within the agency. While USET SPF recognizes the importance of scientific discovery and 
advancement, it is critical that NIH seek to prevent ethical violations against our communities and our 
people. Before finalizing these three initiatives, NIH must work with Tribal Nations and the NIH TAC to 
resolve outstanding concerns from Indian Country in order to ensure sovereignty is upheld and past abuses 
never happen again. Vital to this work is a transparent and meaningful consultation process. Should you 
have any questions or require further information, please contact Ms. Liz Malerba, USET SPF Director of 
Policy and Legislative Affairs, at LMalerba@usetinc.org or 202-624-3550. 
 
 
Sincerely, 
 
 
 
Kirk Francis Kitcki A. Carroll 
President  Executive Director 
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