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teams with members from widely 
diverse areas of expertise. To participate 
successfully in CBPR, investigators will 
need to be more inclusive in their 
approach.  

In order to understand the cultural, legal, 
social and regulatory issues, it will be 
necessary to perform a significant 
amount of due diligence prior to 
approaching the community. In addition, 
the complete institutional team is needed 
early in the process to a) facilitate this 
due diligence and b) assist in developing 
and negotiating the project plan. Team 
members could include research 
administrators, anthropologists, other 
social scientists, legal experts, and 
primary caregivers. Community 
representatives should also need to be 
included in early stages of project design 
and negotiations to ensure a successful 
project. 

In all of this, investigators will need to 
recognize that sharing of control and 
authority is a given. Be prepared for 
iterative consent procedures for many 
aspects of the project—including such 
issues as manipulation of materials and 
secondary use of samples (viewed by 
many communities as a new study). 
Ongoing communication and 
management will also be significant time 
commitments in CBPR. When dealing 
with tribal governments, it may be 

necessary to renegotiate many issues 
when new members join the tribal 
council.  

3. Use complete and clear language, 
not jargon 

Experts in any area communicate with 
others in the field by jargon and 
technical terminology. Other team 
members and members of the 
community are not likely to be fluent in 
what is essentially another language. For 
example, “Standard procedures” does 
not provide sufficient information for the 
research participant to truly understand 
what is involved in the project. Use plain 
language and explain fully the concepts 
involved in the project. 

4. Exercise cultural sensitivity 

The beliefs and customs of each 
community must be respected in all 
aspects of the research project. Commit 
time to learn about the culture of the 
community and participate in 
community events in order to build a 
trusting, long term relationship.  

Many indigenous peoples regard their 
bodies, hair, and blood as sacred 
elements, and consider scientific 
research on these materials a violation 
of their cultural and ethical mandates. 
Immortalization, cloning, or the 
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introduction of genetic materials taken 
from a human being into another living 
being is also counter to many indigenous 
peoples cultural and ethical principles. 
Indigenous peoples have frequently 
expressed criticism of Western science 
for failing to consider the inter-
relatedness of holistic life systems, and 
for seeking to manipulate life forms 
using genetic technologies.17 

Investigators need to take the time to 
obtain community feedback and 
revisions to ensure the project design 
and interpretation of results includes 
cultural issues and subtleties. One 
person’s “myth” is another’s deeply held 
belief. It is also important that the 
community understands the procedures 
and results of research and implications 
for their benefit. For example, 
significant educational efforts may be 
needed for some tests or procedures such 
as an autopsy.  

Probe and clarify your assumptions. 
Members of the community are 
receiving their information from many 
sources. What you assume is common 
knowledge may not be so. For example, 
the Indigenous Peoples Committee on 
Biocolonialism (IPCB) and World 
Health have issued opinions regarding 
genetics research and indigenous 
populations. Not everyone feels 
positively regarding the human genome 

project and other genetics research 
projects. Be willing to respect diverse 
opinions and question your own 
assumptions regarding the value of 
research to communities and healthcare. 

I N  S U M M A R Y  

Translational research is the process by 
which basic science discoveries are 
advanced into new clinical operations 
leading to improved health care 
outcomes. It is increasingly recognized, 
however, that translational research is 
not a “one size fits all” endeavor and 
that certain populations are significantly 
underserved in the current approach to 
linking research and healthcare. 

As an extension of the current Arizona 
initiative that seeks to enhance the 
contributions of translational research to 
healthcare, the Arizona Biomedical 
Research Commission and The Flinn 
Foundation convened a broadly 
representative group of major academic 
and research institutions and healthcare 
providers in Arizona to better understand 
how translational research can serve the 
needs of Arizona’s Special Populations 
by improving and expanding the 
partnerships between their organizations 
and members of Arizona’s special 
populations. 
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The group chose as their initial focus the 
advancement of collaboration 
mechanisms that establish community-
based participatory research (CBPR) 
with initial concentrations on working 
with the Native American community. 

The accomplishment of a key goal—
development of this handbook to guide 
investigators in CBPR—is the result of 
work by and information from many 
individuals. The contents were informed 
by an investigation of national best 
practices as well as discussions with the 
Inter-Tribal Council of Arizona.  

This handbook is meant to serve as a 
living document and guide for 
developing a collaborative and 
productive dialogue with community 
members that will lead to interactions of 
benefit to both investigator and 
community. 
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MATERIALS FOR TRIBAL REGULATION OF RESEARCH

THE MODEL TRIBAL RESEARCH CODE

I. INTRODUCTION

Over the years, research has produced many good things for society in general and for Indian
people in particular.  Many, if not most, researchers are sincere and dedicated professionals
who want to help Indian communities solve their health and social problems and preserve their
cultural heritage, and in the process to be sensitive to the legitimate needs of the individuals and
communities with which they work.  But governments, unfortunately, cannot assume that
everyone will act according to the highest standards.  Legislation is necessary where there are,
or might be, problems affecting society in an important way.  In order to look at tribal
legislation regulating research on Indian reservations, then, we must look at the worst-case
situations resulting from research and determine whether the tribal government should act.

Research has caused problems for some Indian tribes.  Among the complaints have been:

-- individual Indian people have been persuaded to participate in research in which they did not
fully understand the risk to their health and safety;
-- individuals may have felt that they were required to participate in research in order to
maintain their right to health services;
-- research was conducted which did not respect the basic human dignity of the individual
participants or their religious and cultural beliefs;
-- researchers have not respected the confidentiality of Indian people to the same degree that
they would have those of non-Indian individuals or communities;
-- researchers have been interested in Indian people as an "isolated" or "pure" gene pool to be
used for laboratory purposes, demeaning the dignity of Indian individuals and communities;
-- researchers have profited economically and professionally from research in Indian
communities, but many of them make no effort to employ local people in any capacity
regardless of their abilities and make no effort to compensate the individual subjects of
research, regardless of the risks or burdens associated with the research;
-- researchers have treated Indian researchers as "informants" rather than as colleagues,
allowing themselves to appropriate the work of Indian researchers as their own;
-- researchers have pursued issues of importance to the larger society but of marginal interest to
Indian people, and have been uninterested in problems of more urgent concern to the Indian
community;
-- researchers have sought and published sensitive religious and cultural information, in some
cases destroying its efficacy by publication;
-- researchers have violated promises of secrecy regarding sensitive religious or cultural
materials and information;
-- researchers have taken cultural information out of context and, as a result, have published
conclusions that were factually incorrect;
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-- researchers have collected, published and profited from information about Indian tribes that
are part of the heritage of the tribe and -- in the sense understood and valued by the dominant
society -- "owned" by the tribe;
-- researchers have failed to respect the cultural beliefs and practices of the Indian community in
their research methods;
-- researchers have sensationalized Indian tribal, community, family and individual problems
and released publications heedless of their impact on legitimate Indian social or political
interests;
-- despite promises at the outset that research would benefit the Indian community, researchers
have failed or refused to follow through on promised benefits, to share preliminary results with
the Indian community or to give the community an opportunity to participate in the formulation
of recommendations or of a final report.

Some of these issues are matters of professional ethics among the various research professions
and, at the very least, matters of common courtesy and basic respect for human dignity.  But
the federal and many state governments have determined that self-regulation by the professions
is not sufficient for the society at large.  For the purposes of this project, the first question is
whether tribes should rely on federal and state regulation or whether there is a need for tribal
regulation as well.  In fairness to researchers, the expectations of the Indian community may
not always be clear to them, and a published set of tribal standards embodied in a regulatory
process may be helpful.  These materials are intended to help Indian tribes provide both a
framework within which the tribe's expectations will be clearly articulated to would-be
researchers, governments, and other funding agencies, and a clear process for compliance.

II. THE FEDERAL REGULATORY PROCESS

The federal government has adopted laws and procedures regulating federally-funded and
federally-sponsored research affecting human subjects.  Two parallel sets of regulations govern
such research.  One set applies to all federally funded or conducted projects which involve
human subjects and the other applies to drug studies that will be submitted for marketing
approval to the federal Food and Drug Administration.  Some states also have laws setting
ethical standards for research.

Institutional Review Boards (IRBs) are the vehicles used to ensure that federally funded or
sponsored projects comply with the regulations.  The primary mission of an IRB is to protect
the rights and welfare of people who will be subjects of research.  IRBs, generally, are set up
by institutions performing research on a large scale, such as universities and medical facilities. 
A few IRBs are company-based or independent.  Membership is supposed to include
laypersons or proposed consumers as well as scientists, and reflect the cultural and ethnic mix
of study populations.

The Indian Health Service (IHS) has a national IRB as well as one in each Area.  A few tribes
have established their own IRBs, and a number are investigating the feasibility of doing so. 
Chapter Seven of the IHS Indian Health Manual governs research activity that is undertaken in
or uses IHS facilities or personnel.  The policy statement in Chapter Seven clearly states that
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the research must have the full understanding, documented approval, and support of the Indian
tribes or Alaska Native villages involved, and that the tribes and villages will be kept informed
of IHS research needs, activities, and results.  In addition, IHS will respond to tribal requests
for technical review, assistance, and advice for any research activity in which the tribe is
involved.

"Research" as defined by IHS is:

[t]he use of systematic methods to evaluate concepts or practices to discover new
knowledge.  It usually means an organized scientific investigation.  For the purpose of
this chapter, the term . . . includes (1) basic and clinical research, (2) behavioral studies,
(3) anthropological studies, (4) the development of clinical and public health methods and
techniques for practical application to the Indian Health program, and (5) studies to
determine the extent of special health problems, or solutions thereof.  (at p. TN 87.3)

Chapter Seven of the IHS Indian Health Manual provides a regulatory process as well as a
structure.  It is important to note that the mission of IHS IRBs is not clearly limited to
commonly understood scientific or medical projects, but includes all federally-supported
research involving human subjects.  The information contained in this discussion is applicable to
non-medical research as well, including research which does not involve individual human
subjects.

Where research affects Indian tribes, the federal IRB process seeks to include tribal and
community representation.  Tribes should participate fully in the IRB available to them to
ensure that their interests are fully reflected in the federal regulatory process.  But the federal
process was designed to deal with research in general in a complex urban society, not
specifically with Indian tribes.  Like many federal regulatory systems, it cannot be expected to
address all of the specialized issues presented by research on Indian reservations.  These
materials represent an attempt to identify those special issues, both to enable tribes to develop
their own approach to the regulation of research and to provide federal regulators with
additional insight into the special circumstances of Indian communities.

Research presents challenges to Indian tribes that are both more specific and more general than
those covered in the IRB process.  They are more specific in the sense that the economic and
cultural circumstances of Indian tribes give rise to unique issues for researchers which may
require attention to considerations not evident where the researchers and the subject individuals
and communities are part of the same culture.  They are more general in the sense that the IRB
process is limited to research which:

1) requires the participation of individual human subjects; and,
2) includes federal involvement, either through federal funding or the use of federal

facilities, programs or resources.

Tribes are concerned about research which seeks to utilize individual Indian people or the
Indian community itself as subjects regardless of funding source or the involvement of the
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federal government.  Unlike the mainstream society, which because of its size can more easily
absorb the impact of research, Indian tribes must consider the impact of research on the life of
the community itself, and in particular the impact of social science research, which often may
view Indian communities as examples of social pathologies interesting to the mainstream
society, but may have little respect for the interests of the community.

The fundamental responsibility to govern Indian tribes and to protect their members lies in the
tribes themselves.  Tribal regulations should be seen by the tribes as establishing the
fundamental tribal policies in this area.  The tribal and IRB processes should be seen as
complementary to each other:  the IRB may be able to provide technical support to the tribal
process, and a clear statement of tribal policy will guide the deliberations of the IRB.  Indeed, it
is difficult to imagine an IRB approving a project in defiance of clear tribal policies.

Some tribes have expressed in interest in having their own IRB recognized by the Office for
Protection from Research Risks (OPRR), Department of Health and Human Services (DHHS). 
Such a step is worth consideration, if only because it might give the tribe control over the
resources devoted to supporting the IHS IRB.  But tribes should be aware that an IRB in the
minds of the OPRR and DHHS is a specific body organized under federal regulations (45 CFR
46) and exercising delegated federal power in accordance with those regulations, as compared
with a tribal regulatory process utilizing inherent tribal sovereignty in accordance with tribal
law.  An IRB, for example, is not empowered by the regulations to consider the long-term
social impact of research in deciding whether to grant approval, while tribally-based regulation
would likely take the long-range impact on the tribe heavily into account.  In approaching the
question of the regulation of research, as in any governmental activity, tribes would be well
advised to keep in mind the distinction between tribal and federal power, and be sure they are
relying on the appropriate source of power to accomplish a certain purpose.  In the final
analysis, tribes with a strong interest in the regulation of research would probably decide in the
end to establish a tribal IRB in conformance with DHHS regulations and to enact tribal
legislation and create a parallel tribal regulatory process, with the one tribal IRB exercising dual
authority and functions under both regulations.

III. POSSIBLE RESISTANCE

As Indian tribes undertake to regulate research, their professional competence and their motives
may be attacked.  Studies of intergovernmental relations on Indian reservations in the past 20
years, for example, show that in the unhealthy and unproductive stages of these relationships,
state and local government tend to object to the very idea of tribal government itself, the notion
often being that Indian people should not have the right to and lack the capacity for self-
government in any circumstances.  As the intergovernmental relationship matures, state and
municipal governments accept the fact of tribal government and concern themselves with how
the tribe governs, disagreeing with some actions and agreeing with others just as they would in
any intergovernmental relationship.  It is to be hoped that, in the same way, researchers faced
with the prospect of a tribal regulatory process will accept the tribe's rights and powers, and
seek to persuade the tribe of the merits of a particular research proposal.
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The responsibility of researchers to the Indian community as defined by the tribe may be
different from that as defined by the researchers themselves.  The fundamental policy question
underlying tribal regulation of research involves the relationship between the community and
the research world.  The question might be put in this way:

Is the burden on the researchers to show why tribes should participate in a particular research
project, or do Indian tribes have a social obligation to participate and, therefore, the burden to
show why they should decline to participate in a particular project?

Indian societies are struggling to survive the pressures of a much larger modern culture with
overwhelming technological impact.  Researchers in their professional capacity approach Indian
communities from an academic and theoretical perspective.  Indeed, in some cases, it may
violate academic and intellectual principles for a researcher to consider the impact on the
community of his or her findings.  From an objective viewpoint, one might agree on the merits
with a tribe on one research issue and with a researcher on another.

Indian tribes, in addressing the question of regulating research in the Indian community, are in
fact defining for themselves the degree to which they wish to make themselves available as
subjects.  While they may and probably should feel a responsibility as members of the human
community to participate in some kinds of research and assume a fair share of the risks inherent
in research which will benefit society as a whole, they must define this responsibility for
themselves, and they should not feel that the value systems of research professions are of
universal validity, binding on them for all purposes.

Indian tribes share with other governments the problem of defining the degree of self-regulation
which will be allowed any group in society.  Within the large and complex mainstream
American society, specialized social and professional institutions have formed which are
subcultures in themselves, with their own rules of ethics and expectations of the behaviors of
others.  These subgroups tend to resist the intrusion of outsiders and feel somewhat self-
contained, confident that their internal structure and rules are sufficient to enable them to
regulate themselves.  While these internal rules may be adequate for most purposes, insofar as
the activities of these groups affect other people or groups, their self-regulating systems may be
seen as incomplete or even self-serving.  Intellectual freedom is one of the most important
values in society, but it is not the only value.  It is difficult enough to balance it with other
social values in the larger society, and much more so in the heightened pressures of an Indian
tribal society trying to survive in the modern world.

IV. USING A MODEL

A model code is a tool to assist a tribe in developing law which meets the particular needs of
the tribe.  Two inappropriate reactions to a model code are:

1. we liked it and we adopted it at our last meeting; or
2. we didn't like it because several provisions didn't meet our needs exactly.
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A model is not intended to meet exactly the needs of any single government or to save that
government the job of deciding what is right for the community.  A model is intended:

1. to guide discussion of a problem; and
2. to call attention to the issues which must be addressed and the decisions which must

be made in the process of developing legislation on a particular topic.

It does that by providing examples which can then be discussed as part of the community
discussion and the legislative deliberation process.  A model code is successful if it has helped
the tribe ask the right questions in the right way.  Even if the tribe decides not to adopt a
formal code on this subject, working through these materials may help the tribe to use the IRB
process more effectively or to develop less formal tribal procedures for regulating research.

The best way to use these materials is for the tribal council, or a committee of the council, to
work through them step by step, clarifying its own thoughts and preparing itself for future
factfinding by identifying questions as to which the council or committee would like to hear the
views of others, whether they be community members, cultural and religious leaders, tribal
staff, BIA/IHS personnel, or researchers.  The council or committee might then want to
schedule hearings on the legislation and ask these people to testify, giving them an indication in
advance of the questions they should address and even, perhaps, asking them to prepare for the
consideration of the council draft language for certain provisions.

More specifically, the council or committee drafting legislation should seek the views of the
executive branch of tribal government and in particular the tribal department which will likely
be responsible for implementing the legislation.  The tribal executive will have an important
perspective as to how the legislation could be administered and how detailed the legislation
should be to balance the need for clarity with the need for flexibility.

V. THE STRUCTURE OF A CODE

A code is simply a systematic collection of laws.  A code commonly deals with a specific issue
or one area of concentration.  The U.S. Code (USC), for example, contains the laws of the
United States, arranged by subject matter.  A subject-related code such as a criminal code
contains the body of law related to crimes.  A code also may be a collection of rules or
regulations.  For example, the Code of Federal Regulations (CFR) consists of the accumulated
regulations issued by the federal executive departments and agencies, arranged into broad
subject areas.  Volume 25 of CFR contains regulations for the Bureau of Indian Affairs, Indian
Arts and Crafts Board, and the Navajo and Hopi Indian Relocation Commission.

A code can be organized in a variety of ways, but it will ordinarily include some basic
information set up in sections that are titled so that readers will have an idea what is covered in
a particular section.  The following is only one example of how a code could be organized.

A. Title - describes the formal title of the code which will be used or cited in legal
documents.
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B. Policy Statement - describes the policy or the philosophical underpinnings for the
code.  For example, the Indian Child Welfare Act, 25 U.S.C. §1901 et. seq.,
contains a statement of Congressional policy and intent by which courts should be
guided in interpreting the Act.

C. Purpose Statement - describes the intent of the legislation, what it should
accomplish, e.g., "The purpose of this code is to protect elders within the
jurisdiction from abuse and neglect as defined in this Code."

D. Jurisdiction Statement - describes the persons and the geographic area covered.
E. Definitions - define important terms so that courts deal with the code in a uniform

and consistent basis and from a common understanding.
F. Procedural Sections - set out the process of how matters are handled under the

code.  This fosters uniform processing of cases.  These sections might designate
which governmental office is responsible for implementing the code, including
issuing regulations, and prescribe elements of the procedures which the council
wants to ensure are included.  This section might specify the scope of judicial
review by the tribal court of actions taken under the code, which would be subject
to the regular procedures of the tribal judicial system.

G. Substantive Provisions - set out the substance of the code creating duties, rights,
and obligations as opposed to procedure.

H. Remedies Sections - set out what happens if the law is broken.  If this is a criminal
code, it covers sentencing provisions.  In a civil code, remedies might include
money damages or injunctive relief.

VI. THE DEVELOPMENT PROCESS

The tribal council or a committee, in using these materials, should begin with an overall view
of the policies which underlie the legislation.  In the following section, materials are intended to
facilitate this stage of the development process.  If language is drafted before the council or
committee has defined the policies and goals of the legislation, the risk is that the legislative
language will not be appropriate to accomplish these goals.  Specific language will come more
easily if there is a clear agreement on the broad outlines of the legislation.

A. POLICY STATEMENT

Broad-based, significant or possibly controversial legislation commonly begins with an
opening section articulating legislative findings and the underlying policies.  Including
such an opening policy statement is advisable as a general rule for several reasons.  It
clarifies the intention of the council and explains to the public the rationale for the
legislation and the public policy goals it pursues.  It informs those whose activities might
come under the legislation about its overall purpose so that they can decide their future
course of action accordingly.  And it gives guidance to the courts in their interpretation
of the legislation.

Tribal legislation providing for the regulation of research should have such an opening
statement because the policies underlying the tribe's attitude toward research reflect the
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most profound tribal views regarding the tribe's policy toward cultural and social
integrity and survival and the tribe's relationship with the outside world.  A clear
statement of policy in this legislation will help the tribe itself and will serve as a clear
message of policy to all who are interested in the legislation.

Another consideration may be important to Indian tribes.  While they have sovereign
immunity from suit, it is not uncommon for tribal actions to be challenged in federal court
by various procedural devices, for example, in the course of the tribe's efforts to enforce
its laws.  Because of the approach often taken by federal courts to these cases, the court
may not merely review the particular tribal action, but it may undertake to decide
whether tribes in general have the kind of power being exercised at all.  For this reason,
it may be important that the legislative history of a tribal code lay a clear foundation for
this type of tribal power in a way that any federal judge can grasp and, one might hope,
uphold.  Federal courts are most clearly supportive of tribal government actions which
seem to them to be actions of internal self-government, as distinguished from actions
regulating the activities of others.  This legislation could make clear the sense in which
important self-government interests of the tribe are seen to be at stake.

The majority society places a great value on intellectual freedom and is suspicious of
government attempts to regulate it.  Federal, state and municipal governments, subject to
the First Amendment of the U.S. Constitution and various state constitutional protections,
are limited in their power to regulate or prohibit certain kinds of research, particularly
research not funded by the government and not posing a threat to the safety and well-
being of human subjects.  Indian tribal governments are subject to the Indian Bill of
Rights in the 1968 Civil Rights Act, which has a version of the First Amendment
protecting free expression.  These rights are often enforced in tribal court, and it is
important that tribal governments, both in their legislative and judicial functions, be able
to show how they are balancing the values of the community with those of individual free
expression.

An action by any government, including tribal government, which seeks to regulate
research raises questions concerning sensitive issues of intellectual freedom.  An opening
policy statement, then, could clearly articulate the interests the tribe is seeking to protect
and explain why these interests might be different for tribal societies than for the majority
(cultural survival, for example).  It could also reassure the general public and researchers
that the tribe is weighing the values of intellectual freedom and the relationship of tribe to
society as well.  Following are some ideas on an approach to drafting a policy statement.

A policy statement could begin with a brief set of findings describing the types of
problems caused by research in the community, that is, the problems which led to the
adoption of this legislation.

Next, the policy statement could outline the overall tribal interests to be pursued in the
legislation:  the safety and well-being of human subjects of research and the interest of
the tribe in cultural self-determination and preservation.
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In addressing these issues, an important distinction should be made which is often
overlooked.  The purpose of tribal governments is to govern Indian societies, which
have an inherent right to self-government.  A tribe may rate preservation of the tribal
culture as a high priority, which most tribes do, as a policy of the tribe.  Tribes should
not declare that cultural preservation is the purpose of the tribal government.  To do so,
in some sense, sets themselves up for their actions to be judged by outsiders according to
the criterion of whether a particular action is consistent with historical tribal culture,
thereby limiting the tribe's right to adapt its culture to new circumstances.  Tribes should
always remember the efforts of their adversaries in fishing and water rights cases to limit
tribal use of the resource to the technologies available at the time the treaty was signed or
the reservation established on the ground that tribes in the treaties were only securing
their right to a traditional way of life.

Next, the policy statement could indicate the tribe's recognition of the value of research
to the tribe itself, to the Indian people in general, and to society in general.  This section
would make it clear that the tribe is not unthinkingly embarking on the regulatory process
without carefully weighing competing valid interests and without being willing to assume
a fair share of the risks inherent in all research.

B. DEFINE SCOPE

The scope, or reach, of the legislation must be defined in terms of geography, persons
and subject matter.  In the broadest sense, the scope of all possible tribal legislation is
defined by federal law (primarily in terms of limitations on the powers of tribes that will
be recognized within the American legal and governmental systems) and by the tribal
constitution, other organic document or the tribe's traditional form of government.  It
must be remembered that some tribal constitutions limit the jurisdiction of a particular
tribal government to a scope narrower than that permitted by federal law (such as when a
tribal constitution limits the power of the tribe to tribal members, or when the constitution
requires that tribal actions be reviewed or approved by the Interior Department when
federal law makes no such requirement).  A particular tribal legislative act can also be
applied to a range of territory, persons or subject matter narrower than the full range of
tribal powers.  Prior to legislative drafting, the tribe should discuss the scope of the
legislation in broad terms in order to see the legislation in the broadest possible context of
tribal policy and to gain an overview of where certain issues will be handled in the
legislation.

The geographical scope is, basically, the territorial jurisdiction of the tribal government,
which is usually prescribed in the tribal constitution, other organic document, the treaty
or statute establishing the reservation, or fundamental tradition.  The constitutional
language may limit tribal jurisdiction to the external boundaries of the reservation or may
be more complex depending on the nature of the power being exercised.  There may also
be complexities concerning the exact territorial jurisdiction of a particular tribe because of
cessions after the establishment of the reservation, later acquisitions and other legal
uncertainties.
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Extraterritorial jurisdiction presents different issues.  The above questions involved only
questions as to the physical boundaries of tribal territory because of historical anomalies. 
Extraterritorial jurisdiction, for any government, involves the attempt of a government to
exercise its powers outside its territory, whatever the definition of boundaries might be. 
Asserting extraterritorial jurisdiction presents complex problems for any government, and
tribes would probably be on shaky ground trying to exert extraterritorial jurisdiction over
non-Indians (which many researchers would be).  These materials adopt strategies for
tribal governments to establish rights which could be enforced off the reservation by a
different approach than asserting full tribal jurisdiction over universities throughout the
world, for example.

Personal jurisdiction defines the classes of persons who are subject to the legislation. 
Current federal law permits tribes civil jurisdiction over Indians and non-Indians, tribal
members and non-members.  Tribal criminal jurisdiction is limited by case law and statute
to Indian persons.  The tribal constitution, however, may define a more restricted class of
persons over whom the tribal government has jurisdiction.  In the recent Duro case1, the
Supreme Court held that Congress had recognized tribal criminal jurisdiction over only
Indians who were members of the local tribe, but Congress corrected that misreading of
its intent and restored tribal power over non-member Indians, defined as the same class
of persons subject to federal criminal jurisdiction2.  Federal statutory law does not
specifically define "Indian" for purposes of federal criminal jurisdiction, but generally,
case law requires that to be subject to federal criminal jurisdiction a person possess some
Indian blood and be recognized as an Indian, a somewhat circular definition.

Subject matter jurisdiction describes the types of activities covered by the legislation. 
"Research" must be defined in a way that is as clear and understandable as possible,
enabling those who might be affected to know from reading the legislation whether their
activities fall within it or not.  At some point in the discussion, the drafters should decide
whether the legislation should be addressed exclusively to researchers or whether the
tribe should attempt to regulate participants in research, that is, human subjects of
medical research or informants in social science research.  Regulation of researchers may
raise fewer issues of personal freedom than a regulation which purports to tell individuals
on the reservation whether they can participate in research of their own free will. 
Regulations addressed to the right of researchers to ply their trade on the reservation is
much easier to enforce than those which might try to control the activities of all
reservation residents who might wish to participate in research as subjects.

The discussion of the definition of research should address whether research sponsored
by the tribe or conducted by tribal members should be treated differently in the
regulatory process.  Generally, fairness should indicate that as to substantive matters
(especially those promoting safety and the dignity of human subjects) the tribe should
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abide by its own standards, as should researchers who happen to be tribal members.  The
tribe may want to include some form of Indian preference or some form of waiver of a
fee for researchers of limited means.

The discussion should also address whether any other research should be treated
differently because of the funding or sponsoring organization, e.g., IHS, BIA, any other
federal agency (although it should be remembered that federally-funded or sponsored
research or research involving federal resources is subject to IRB regulation).  Federal
law limits the tribe's power to exclude from the reservation federal officials acting in their
official capacity, and it is not clear whether this limitation would be applied only to those
federal officials administering the federal trust responsibility as narrowly defined or
whether it might be applied to federal researchers.  While it is most unlikely that the
federal government would force unwanted research on an Indian tribe, it is also in the
tribe's political and legal interest not to test its powers against those of the federal
government where the test is likely to end up in a federal court.  This is an additional
reason for the tribal process to be coordinated with the IRB process, to extend tribal
influence over the federal regulatory process and avoid a confrontation between tribal
and federal governments.

C. DEFINE THE PROCESS

At this point, the discussion should move to the process itself.  Legislation, to be most
effective, must balance generality and specificity.  Although many tribes do not have
Separation of Powers as a constitutional matter, virtually all tribes have an executive
branch of government established to administer tribal programs, often under the direction
of the tribal chairman, president or governor.  Legislation guiding the administration of
these procedures should be general in nature, leaving to the executive branch the
discretion to organize and adopt procedures which can then be shaped and revised to
meet the particular needs of the situation.  Legislation which is too specific can be
confining, requiring an amendment as the tribe implements the legislation and encounters
unforeseen contingencies.  At the same time, the tribe should give specific consideration
to exactly how the regulatory process might work, in order to shape the legislation
accordingly.  It should give clear enough directions so that the goals of the legislation can
be implemented properly by the executive branch of the tribal government.  Among the
considerations to be discussed are the following.

1. Administration

What agency of the tribal government will administer the regulatory process?
What kind of expertise will be required of those making the decisions for the tribe?
How much documentation will be required of the applicant?
Will the decision makers be tribal civil servants, or will a committee of the council

be the decision maker (in which case the role of the executive branch should
be defined:  just paperwork; factfinding)?
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Should there be a committee of experts or specialists to review applications?  If so,
who should be on the committee, and how should they be selected?

Will there be a role for the local IRB, if there is one?

There may be a need for provisions for obtaining assistance from outside the tribal
government in situations where the technical requirements of evaluating a particular
research proposal involve expertise which tribal council members or employees do
not possess.

2. The Review Process

The reviewing process to determine whether to allow a research project to proceed
is particularly sensitive.  A number of issues must be decided.  Will there be a
distinction between those who process the forms and those who make the decision? 
Will there be timelines and deadlines within which the tribe must make its decision? 
Can there be approval timelines for some kinds of research and not others? 
Approval by default of the process, i.e., failing to process the documents in a
timely manner, could be dangerous to the community or to human subjects. 
Should the tribe be required to give reasons for an unfavorable decision?  This is a
critical decision since one of the elements of due process of law is that reasons
need to be given for decisions which affect an applicant.

What are other procedural rights of applicants?  Will there be an administrative
appeal from an unfavorable decision and to which body will it be appealed:  tribal
council, tribal court, administrative court?

3. The Application Process

The application process is the formal procedure for a research request.  What
issues should be addressed in the application process?
- the nature of the research

Research in medical, general social, archaeological, anthropological,
psychological, or physical sciences?

Research using animals?
Research possibly exposing humans to animal diseases?

- goals and objectives of the research
What are they looking for?
What kind of specific information are they seeking?

- benefits of research
Will there be specific and immediate benefits to the tribe?
Will there be specific benefits to the individuals participating?
Will there be more general benefits to society as a whole?

- risks associated with the research
What are the risks to the community?
What are the long-range risks, as distinguished from immediate risks?
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Is there a risk of a deleterious impact on community cultural, social or
political interests?

What are the risks to individual human subjects?
Are the risks "greater than minimal risks" (see IRB regulations, 45

CFR 46)?
Does the research include greater than minimal risk, including that of

stigmatization of individuals, tribe, or community?
Does the research include procedures or substances that are

experimental?
- steps taken to minimize the risks
- duration of the proposed research
- use of human subjects

What is the nature of their participation?
What are the possible risks to them?
What precautions will be taken?
Do they have a right to treatment associated with the research?
Do they have a right to treatment if something goes wrong with the

research?
Do they have a right to subsequent treatment?
What is the liability of researchers?
What is the role of IRB regulations?

- confidentiality of data
[AS TO THE TRIBE OR COMMUNITY] Will the tribe or

community be identified in the final report or elsewhere in the
research materials?

[AS TO INDIVIDUALS] Will human subjects be promised
confidentiality as to data associated with them?

What assurances are there that this promise will be honored?
What are conditions in which this promise might be impossible to fulfill

[federal regulations, court order, etc.]?
- ownership and control of data from the research

Will the tribe's interest in its cultural and community heritage for the
tribe's future generations be protected?

- ownership and control of human biological material from the research
Will the tribe's interest in its cultural and community heritage for the

tribe's future generations be protected?
- post-research protection

Who will answer future questions regarding the research?
Who will be responsible for future concerns of and effects on

individuals, tribe, and community?
- tribal participation

Will the tribe, the community, or its designees be able to review and
comment on the research goals and objectives?

Will a preliminary report be made to the tribe for comment?
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What will be the responsibility of the researcher to address and satisfy
tribal concerns in drafts and final report?

- tribal rights
Is tribal control over sensitive personal, community, cultural and

religious information recognized?
Are the researcher and the funding and sponsoring organizations

willing to be bound by the tribal regulations and bound
contractually if necessary to ensure that tribal and individual
rights are honored throughout the process?

Are they willing to agree to the tribe's right to prevent publication?
- employment

Is the researcher willing to give Indian preference or local preference
in employment throughout the project?

- tribal institutions
Is the researcher willing to cooperate with and involve a tribal college

or other institution specified by the tribe?
- data storage

Is the researcher willing to deposit the raw data in a tribal or tribally-
designated repository?

Is the researcher willing to deposit other working papers from the
project (e.g., copies of the project materials)?  NOTE:  the
confidentiality of individual information must be protected in a
tribal depository as well.

4. Licenses and Fees

The issue of licenses and fees needs to be discussed since the cost of processing
requests will not be inexpensive.  Again, a series of associated issues must be
considered.  What should be the form of the tribal approval process?  Will a
would-be researcher be required to obtain a permit or license, to register with a
tribal office, to pay a fee?  Will the fee be based on an estimate of the
administrative cost to the tribe?  Will there be a profit motive for the tribe?  Would
the answer to this question depend on the nature of the research?  Are there
circumstances in which a bond should be posted, i.e., to ensure compliance with
terms of the permit or contract?

D. ENFORCEMENT

The simple act of passing legislation will have an important impact on research in
at least two respects.  First, it will have what is called a normative impact.  That is,
the behavior of researchers will tend to conform to tribal standards merely by the
fact that they have been published.  Second, the existence of a tribal regulatory
scheme will drive away those researchers who do not want to subject themselves to
the requirements of the tribe.

Appendix I – Page 15



15

A tribe with regulations that are too strict, fees that are too high, unreasonable
employment requirements, or unreasonable claims to control over data or results,
risks driving away good research along with the bad and may lose the opportunity
to benefit from research.  A tribe may want to build into the legislation a clear
statement that research is not necessarily unwelcome, unless it is, and that
researchers are encouraged to enter into discussions with the tribe.

Despite the effects of the very existence of the legislative scheme, enforcement
provisions are necessary in the event a researcher fails to comply with the tribal
legislation.  In deciding on enforcement mechanisms, the drafters should consider
the various phases in the total regulatory process and determine which enforcement
mechanisms will be most effective at each stage.  As with any government, tribal
governments should not adopt approaches to enforcement which will be difficult to
accomplish, which will create divisiveness and dissension on and off the
reservation, and which will hold the government up to ridicule.

In the pre-application, application, and initial decision stage and at the most
general level, the code should define research, declare that the code applies to the
defined activities, establish the actions that should be taken by all who would
undertake such activities within the prescribed jurisdiction of the tribal government,
and describe the consequences of violation, that is, the enforcement mechanism or
the sanctions to be applied to anyone who would undertake research activities in
violation of the code.  The code will probably require a tribal license or permit,
and prescribe as a civil matter that anyone conducting research on the reservation
without a tribal permit would be subject to a civil fine or be excluded from the
reservation or both, and the research data confiscated.

The IRB process provides an excellent framework for the definition of the rights of
human subjects and the power of governments to enforce these rights. 
Governments in recent years have also made great strides in defining and
protecting interests in intellectual property, which is a close analogy to tribe's
interest in protecting cultural and religious information.

The United States and many other countries have important principles protecting
intellectual freedom and the right of free inquiry.  Broad government regulations
which enable governments to suppress intellectual activity after the fact, if, for
example, officials don't like its content, would be difficult for many people to
support.  Tribal regulations focused on procedures, that is, how the research is
conducted, will be least controversial.  If a researcher refuses to agree to tribal
procedural requirements, permission to work on the reservation can be denied.  If
a researcher agrees to the procedural requirements and then fails to comply during
the period when he/she is working on the reservation, the regulations may provide
that the tribe can:

    - cancel the license or permit;
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    - stop work on the project;
    - expel the researcher from the reservation permanently or for a defined

period;
    - fine the researcher;
    - require the researcher to forfeit a required bond;
    - notify (or file a formal complaint with) the researcher's sponsoring

institution, funding agency, IRB, professional association and peer
researchers.

As in any community, policies may change with the change of government on an
Indian reservation.  For the sake of stability and reputation of the tribe, it may be
advisable for the tribe to include some sort of protection for the researcher in the
event that a subsequent administration seeks to cancel the research even though the
researcher has complied with all provisions of his/her original license to conduct
research.  Sufficient protection may be provided if sanctions must be enforced in
tribal court, where due process of law should ensure fair treatment of the
researcher from political interference.  But the tribe may also want to include a
contractual provision protecting the researcher who in good faith has complied with
all requirements.

When the project has reached the post-research stage and after the on-reservation
research has been completed, researchers commonly return to their offices or
universities to analyze the data and write their conclusions and, if appropriate,
recommendations.  At this stage, tribal enforcement is most difficult because the
researcher is outside the territorial jurisdiction of the tribe.  A tribal government
order, such as an enforcement order in tribal court to seize documents or prevent
publication, would have to be enforced through an off-reservation court, probably
a state court where the researcher is located.  Enforcement of tribal court orders by
state courts is increasing slowly and should increase even more so in the future. 
But in any situation where a court is being asked to enforce the orders or actions of
another jurisdiction, it is most comfortable enforcing those actions that are familiar
and more or less consistent with those of the enforcing court.  On the other hand,
if the order being enforced involves policy issues that are unfamiliar, unusual,
controversial or inconsistent with the public policy of the enforcing jurisdiction, the
court may decline to enforce the order.

Where a tribal government is asking a state (or federal) court to enforce a tribal
court order seizing data or preventing publication, the tribe must take great pains to
convince the court that its order should be given effect, especially in light of the
strongly-expressed public policy in federal and state governments in favor of
publication.

The federal Central Intelligence Agency has long had the practice of requiring its
employees to sign a contract agreeing that any publications they write during or
after their employment with the Agency will be reviewed by the Agency and

Appendix I – Page 17



17

amended as required or, if necessary, permission to publish will be withheld if the
Agency insists.  Although this contract has been upheld and enforced by federal
courts, it can be expected that non-Indian courts will be more sympathetic with the
national security interests of the United States, however broadly defined, than with
the interests of an Indian tribe.

Nevertheless, as part of the application and approval stage, tribal regulations may
require in some cases that researchers sign a contract agreeing to certain tribal
rights and prerogatives which will protect tribal interests at stages of the process
where the researcher is not within the physical jurisdiction or control of the tribal
government.  The tribe might also want to consider having the contract joined by
the researcher's sponsoring organization (the university for which she/he works,
for example) and the funding source.  Such a contract will make it clear in the
course of subsequent enforcement proceedings that all concerned knew and agreed
in advance as to the scope of tribal and individual rights that were to be protected.
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VII. THE MODEL TRIBAL RESEARCH CODE

001.  TITLE.

This code shall be known and cited as the "Tribal Research Code".

002.  LEGISLATIVE FINDINGS AND POLICY.

The ____________________ Tribal Council recognizes the value of medical, social and
physical science research to the ___________________ Tribe, to the Indian people, and to
society generally.  The ______________ Tribal Council, accepting the Tribe's responsibility to
bear a fair share of the burdens and risks of research along with other communities, must also
act to protect the safety and well-being of the individuals subject to the Tribe's jurisdiction. 
The ____________ Tribe also has a fundamental policy to protect and preserve the culture of
the __________ Tribe and to ensure that activities permitted on the __________ Reservation
are conducted in a way that does no harm to the culture of the _______________ Tribe.  The
__________________ Tribal Council has found that research has been conducted in ways that
do not respect the safety and human dignity of human subjects and that do not recognize the
legitimate interests of the ______________ Tribe in the integrity and preservation of its culture
and religion.

003.  PURPOSE.

The purpose of this code is to define tribal research policies, and to establish a means by which
tribal research policies will be administered by the tribe and to provide for procedures by
which the ____________ Tribe will grant permission to researchers to conduct research on the
_____________________ Reservation.  The Code provides:

A. An application and permitting procedure with which applicant researchers must
comply in order to obtain permission to conduct research of any kind on the
______________ Reservation;

B. Standards of conduct designed to protect individuals, communities and the tribe
itself from improper research procedures;

C. Provisions to protect the rights of individuals and the Tribe in data;

D. Provisions to ensure appropriate Tribal and community participation in the design
and evaluation of research, and appropriate local opportunities in employment in all
research projects permitted on the _________________ Reservation.

004.  SCOPE AND NATURE OF CODE.
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A. This code is civil in nature and hereby amends all existing tribal legislation
inconsistent with it.

B. This code shall apply within the exterior boundaries of the ________________
Reservation.  It shall also be enforceable outside the boundaries of the Reservation
as applicable law permits with respect to research conducted on the
_______________ Reservation or research using materials as to which the tribe
has a claim of ownership.

C. This code shall apply to all persons subject to the civil jurisdiction of the
_________________ Tribe, including members and non-members, Indians and
non-Indians and other corporate and institutional persons who or which might
undertake to conduct research on the _______________ Reservation.

D. This code is adopted pursuant to the Constitution and Bylaws of the
________________ Tribe, in the exercise of Article __. Powers.  Specifically, this
code asserts the Tribe's power to provide for the welfare and safety of the
_________________ Tribe (Article __, Section/Clause __), the Tribe's power to
tax and regulate business conducted on the _____________ Reservation (Article
__, Section/Clause __), and the Tribe's power to exclude non-members from the
Reservation (Article __, Section/Clause __).

E. This code shall apply to all research (as defined elsewhere in this code) conducted
on the ____________________ Reservation, whether involving human subjects or
not, and all research regarding materials wherever located as to which the
______________ Tribe has a claim of intellectual, cultural or other ownership,
legal or equitable.

005.  DEFINITIONS.

A. RESEARCH is the use of systematic methods to gather and analyze information
for the purpose of proving or disproving a hypothesis, evaluating concepts or
practices or otherwise adding to knowledge and insight in a particular discipline or
field of knowledge or to demonstrate or investigate theories, techniques or
practices.  For the purpose of this code, research includes:

1) Basic and clinical research;

2) Behavioral studies;

3) Anthropological and archaeological studies;

4) Feasibility and other studies designed to evaluate or test programmatic
techniques or to develop basic data in all phases of public administration.
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[Commentary - In this section, the tribe should define any other terms whose meaning might
not be obvious to the community, to individual tribal members, or to researchers.]

006.  UNLAWFUL ACTS.

It shall be unlawful for any person to conduct research on the _________________ Reservation
(whether involving human subjects or not) or with respect to materials wherever located as to
which the _______ Tribe has a legal or equitable claim of intellectual or cultural ownership
unless the researcher has obtained a permit as specified in this code.  Failure to obtain a permit
or to abide by its terms shall result in the penalties and sanctions specified in this code.

007.  ADMINISTRATION.

The _______________________ Department of the __________________ Tribe is hereby
designated as the administrator of the Tribal Research Code.

OR

{The ______________ Committee of the _________________ Tribal Council is hereby
designated as the decisionmaking body under the Tribal Research Code.  The Committee
shall perform its functions with staff and administrative support from the
______________ Department of the ______________ Tribe.}

OR

{There is hereby established a Tribal Research Review Committee to approve research
submitted pursuant to this code.  The Committee shall be composed of **************
MEMBERS BY ORGANIZATION, OFFICE, ETC. ****************.  The
Committee shall receive staff support from the ___________________ Department of the
______________ Tribe.}

008.  INFORMATION TO BE PROVIDED.

The code administrator shall prepare the appropriate application forms and shall develop a
review process which adequately implements the intent of this code and which provides
fundamental fairness to each applicant for a permit.  At a minimum, the following information
shall be provided by an applicant researcher in support of an application for a permit.

A. Description of the nature of the research being proposed, including the goals and
objectives and the type of information that will be sought from individuals or other
participation involving individuals (including the donation of samples), the type of
information concerning the culture, religion and customs and practices of the
__________ Tribe, either historical or contemporary.
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B. Description of other related research and justification why the research should be
done on this reservation at this time.

C. Expected benefits of the proposed research, including immediate and long range
benefits to:  the science or discipline represented in the research; the sum total of
human and scientific knowledge; human subjects or participants; the
___________________ Tribe; the Indian people generally; and society generally.

D. Risks associated with or inherent in the research, including risks to the physical or
psychological well-being of individual human subjects or participants and risks of
deleterious impact on the cultural, social, economic or political well-being of the
community.  The assessment of risk will also address the steps that are being taken
to minimize the risks and the ameliorative and curative steps that will be taken in
the event the research causes actual harm to participants or others.

E. Assurances of confidentiality of data as appropriately applied to individuals and,
where necessary, to families, communities and the tribe itself.  The applicant shall: 
provide assurances of confidentiality for the life of the project; indicate how
confidentiality will be protected after the project and for how long; indicate where
raw data and other materials will be deposited and stored at the completion of the
project; and indicate the circumstances in which confidentiality may be breached by
legal or contractual obligations of the researcher.

F. Who will own the data from the research?  What control will the individual
research participants have over the use of their own data?  What control will the
tribe have over the current and future use of the data, and how will the control be
exercised?  What control will the tribe have over publication and other
dissemination of results?

G. Who will own specimens -- human biological material -- from the research?  What
control will the individual research participants have over the use of their own
specimens?  What control will the tribe have over the current and future use of the
human biological material, and how will the control be exercised?

H. Opportunities for the tribe, individual subject communities and individuals to have
the research project fully explained to them and opportunity to comment on the
research; opportunities for the tribe, communities, and individuals, as appropriate,
to receive periodic reports on the progress of the research and to comment on
periodic and draft final reports, the burden under this code being on the researcher
to show that tribal, community, or individual input would be inappropriate.

I. Provisions for Indian and local preference in employment in all phases of the
project, including both on and off-reservation phases.  The priorities in Indian
preference shall be:  1) tribal members; 2) Indians generally; 3) local residents.
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 J. Willingness of the researcher to involve the tribal community college in the
research and specific steps that will be taken, including using the tribal college
library as a depository for data (with specific safeguards to preserve
confidentiality).

009.  ENFORCEMENT.

This code shall be enforced in the following manner.

A. No research shall be done on the ____________ Reservation or otherwise subject
to this code unless the researcher has first received a permit from the tribe
according to the procedures specified herein.  Any violation of this provision shall
be subject to the sanctions provided in this section.  Where circumstances indicate,
particularly where off-reservation enforcement of tribal rights and interests may be
of special importance, the researcher, his/her sponsoring institution, her/his funding
source, may be required to sign a contract with the _____________ Tribe
specifying contractual tribal rights in data or materials or with respect to ultimate
publication.  When such a contract is required, applicant researchers will have the
burden to show that it is not necessary or that alternate acceptable mechanisms exist
and are adequate for tribal purposes.

B. Any researcher conducting research on the _________ Reservation without a
permit or otherwise in violation of this code shall be subject to permanent expulsion
from the ________________ Reservation or expulsion for a term as determined by
the Tribal Court of the ______________ Tribe in accordance with the
___________ Tribe's general exclusion ordinance [citation to ordinance].

C. Whenever it appears that a person has violated, or is violating, or is threatening to
violate any provision of this act, the (administrator) (prosecutor) (attorney general)
or (an aggrieved person) may file a civil suit in tribal court to enforce this act.

D. In any action brought for violation of this act, the court may grant injunctive relief,
including a temporary restraining order, temporary injunction, and permanent
injunction, to restrain the person from continuing the violation or threat of
violation.  The court may order restitution, civil penalties not to exceed $
_____________, and such other relief that may be necessary to redress any injury
suffered by any person, family, organization, or community resulting from the
violation.  (The prevailing party in such a legal action shall be awarded court
costs.)

[Commentary - The Tribal rules of civil procedure should include provisions setting out the
procedure for deciding petitions of injunctions, including restraining orders, temporary
injunctions, and permanent injunctions.  Provisions also should set out how the court is to
proceed if the petitionary party seeks the court's temporary order and does not wish to give
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notice of the petition to the defending party until the property is seized and safeguarded.  For
example, the following or similar language may be used in a court rule:

(No writ may be issued directing the immediate seizure, sequestration, or attachment of
personal property, ... without written or oral notice to the adverse party or the party's
attorney unless:
(1) it clearly appears from specific facts shown by affidavit or verified petition that

immediate and irreparable injury, loss, or damage will result to the tribe or
applicant before the adverse party or the party's attorney can be heard in
opposition; and

(2) the applicant's attorney certifies to the court in writing the efforts, if any, which
have been made to give notice and the reasons supporting his claim that notice
should not be required.  Further, no order allowing seizure will be issued unless
security, in an amount and form satisfactory to the court, is given for the payment
of such costs and damages that may be suffered by the adverse party; provided,
however, that for good cause shown and stated in the (petition), the court may
waive security unless it is required by law.)]

010.  NOTICE TO OTHER PERSONS OR INSTITUTIONS.

If a petition is filed pursuant to this act, notice shall be given to the research project's
sponsoring organization and/or funding source.  If a judgment is entered against the persons
conducting the research project subject to this act, notice of the judgment shall be given to the
project's sponsoring organization and/or funding source as well as to the professional
organization or licensing agency of the person conducting the research.
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CHECKLIST FOR INDIAN HEALTH BOARDS

SUPPORT OR APPROVAL OF RESEARCH PROPOSALS

The governmental power to regulate activities on Indian reservations lies primarily in the tribal
governments, secondarily in the federal government.  Many tribes have Indian Health Boards,
but few if any of these boards have been formally chartered as public agencies (similar to
Housing Authorities, for example) and delegated governmental power.  By common
understanding, they have often been understood as speaking for the tribe on health-related
matters and they often serve as the principal channel of consultation between the Indian Health
Service and the tribe.  Thus the approval or support of Indian Health Boards (IHS) for
proposed research projects is often sought by researchers, both within and outside IHS, as a
means of demonstrating community support to funding agencies and strengthening a research
proposal when Institutional Review Board (IRB) approval is sought.

This Checklist is adapted from the MODEL TRIBAL RESEARCH CODE, developed by the
American Indian Law Center, Inc.  Health Boards are often concerned about the impact of
their approval or support of proposed research, particularly where the tribal council has not
provided standards or guidelines by which the Health Boards can act.  This concern is
increased in the case of a multi-tribe Health Board where the interests of several or sometimes
many tribes must be balanced.  The checklist provides a set of questions that may be asked of
the research proponents by the Health Board and a set of considerations which the Health
Board may want to address during its deliberations.

We recommend that the MODEL TRIBAL RESEARCH CODE and attached materials be
studied by the Health Board, so that a more detailed checklist can be developed which meets
the needs of the tribes to be served.
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CHECKLIST

____ What is the nature of the research (medical, social science, psychological, etc.)?

____ What are the goals and objectives of the research?

____ What do they want to prove or disprove?

____ Is it or can it be stated in terms that are understandable?

____ What specific kind of information are they seeking?

____ How will the information be obtained (interviews, access to individual records, blood or
tissue samples, periodic tests while the research subjects are in the process of taking
medication or in the course of some other process - exercise, etc.)?

____ What are the expected benefits of the research:

____ To the tribe and the local community?

____ To the individual research subjects?

____ To society as a whole (including the totality of knowledge and
understanding)?

____ What are the risks associated with the research:

____ To the tribe and community (including the possible impact on cultural and
community integrity)?

____ To the individual human subjects?

____ To society as a whole?

____ What steps will be taken to minimize the risks?

____ Are human subjects fully informed of the risks?

____ Are human subjects fully informed of their rights in case of harmful effects
of the research; their right to treatment, compensation, etc.?

____ What steps will be taken in case something goes wrong with the research?
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____ Who is liable in case something goes wrong with the research that is harmful to the
research subjects or others, including families and the community?

____ Are the funding and sponsoring agencies liable along with the individual
researcher?

____ What are the assurances regarding the confidentiality of data?

____ Regarding individual subjects:

____ Subsequent use of data by other researchers?

____ Conditions under which individual data might be released (court order,
etc.)?

____ Range of protections (e.g., at which stage of the research will names
of individuals be separated from data; will there be research involving
individual data after that stage, which will be anonymous)?

____ What are the assurances of enforcement of these promises of
confidentiality?

____ Regarding the tribe or community:

____ Will the tribe or community be identified in the research report?

____ Are there areas of possible research which might, because of their
cultural sensitivity, require special consideration or permission by the
tribe?

____ Are there research techniques that might create special problems with
the tribe or community because of cultural considerations?

____ Ownership and control of data from the research:

____ How will the tribe's interest in its cultural and community heritage for its
future generations be protected?

____ Ownership and control of human biological material from the research:

____ How will the tribe's interest in its cultural and community heritage for its
future generations be protected?

____ Tribal Participation:
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____ Has the tribe or community had the opportunity to review and comment on
the research proposal prior to its being presented to the Health Board?

____ Will the Health Board, the tribe, or the community have the opportunity to
review and comment on preliminary results and draft reports of the research?

____ Will the researcher agree to attempt to satisfy tribal, Health Board, and
community concerns in final drafts and the final report?

____ Where does the proposed research fall along the following spectrum?

(1) "Safari" or helicopter research, in which the researcher drops into the
community, gathers the data, then leaves with the data for good;

(2) "Show and Tell" research, in which the researcher comes back to
report the research results to the community;

(3) The tribe and the researcher agree that in exchange for the tribe's
approval of and consent to research in the community (in addition to
the essential consent of individual research subjects), certain additional
services or benefits will be accorded to the tribe or community by the
researcher;

(4) As part of the project, the research increases the capacity of the tribe
or individuals, i.e., improves the capabilities of the tribe to deliver
services or do its own research, trains individuals to work in research
projects or conduct their own research;

(5) The researcher and the tribe are partners in the design, execution,
analysis and reporting of the research; with its own capacity the tribe
contributes resources and ideas that contribute significantly to the
research.

(6) The tribe determines its research priorities, and initiates the research. 
It calls in researchers as needed to be partners or consultants in the
design, execution, analysis, and reporting of the research.

____ Tribal Rights:

____ Is tribal control over sensitive personal, community, cultural and religious
information recognized?

____ Are the research, sponsoring and funding organizations willing to be bound
contractually to ensure the protection of tribal and individual rights and
interests?
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____ Is the researcher willing to attempt to employ local people in the research?

____ Is the researcher willing to attempt to find means of using local people and
resources rather than import all resources?

____ Is there a tribal college or other tribal institution that might be interested in this research?

____ Is the researcher willing to work with them?

____ Is the researcher willing to deposit the raw data in a tribal or tribally-designated
repository or otherwise share the data with the tribe?

The Health Board is urged to add questions to the checklist as more is learned about research
proposals and about tribal and community concerns about and reactions to research conducted
on reservations.  Health Boards are also urged to make clear to researchers, tribal councils, and
IRBs the nature of their deliberations and the limits which the Health Board may want to place
on their roles.  That is, Health Boards have expressed a concern about their support for a
project being used to convince tribal councils or communities to support a project, or to
convince IRBs that research proponents have done more community consultation than they in
fact have.
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Indigenous Research Protection Act 

Introduction 

The Indigenous Research Protection Act is offered to assist tribal leaders and attorneys when a Tribe 
desires to protect itself and its people by taking control of research conducted on its Reservation. It may be 
copied, adapted, and adopted freely. The appendices can also serve as stand-alone documents in the case 
of tribes that have not adopted legislation like this Act. Following are some points that we think are important 
to discuss about the Act as written.  

1. While a Tribe concerned about research on its members could decide to ban research altogether, 
the Act as written assumes that a Tribe might want to allow some research on its Reservation, and 
it allows for this possibility to occur under the Tribe's own terms. The Act is intended to foster 
cooperation and set the stage for research that the Tribe sees as beneficial. See Sections 1 & 2 for 
more explanation of the purpose of the Act as it is written. 

2. The Act as written should be seen more as a cookbook than as a model to be adopted outright. 
Each Tribe will know best which individual provisions it wants to include, and which to cut out, when 
drafting its own legislation.  

3. The Act includes provisions setting out two fees: an administrative fee, to cover costs of 
administration of an application, and a refundable security bond, to ensure that the researcher(s) 
comply with the terms under which they are allowed to do their research. Each Tribe will want to set 
its own fee rates, and may even choose not to charge fees.  

4. Permits are a part of the Act as written. The provisions for permits may be easily removed, but a 
permitting procedure will usually make enforcement easier, because a researcher being required to 
carry a permit provides immediate verification whether their research has been approved by the 
Tribe, and should the researcher violate any Act provisions the Tribe may revoke the permit. 

5. A penalties section is included, but appropriate penalty provisions may vary depending on each 
Tribe's situation. Factors that may come into play include ownership of land on the Reservation and 
make-up (members, non-member Indians, and non-Indians) of the Reservation community. 

6. Appendix. In addition to the regulatory requirements, the Act provides for the entering into of 
research agreements. The Tribe may choose not to require such agreements, but such agreements 
may serve as protection should certain data or samples be removed from the Reservation and the 
Tribe seeks recognition of its terms and conditions in another jurisdiction. A model Academic 
Research Agreement is included as Appendix 1.  

Dated: September 30, 2000 

Indigenous Research Protection Act 
Appendix 1: Model Academic Research Agreement  

or 

WORD 

For more information contact: 
Indigenous Peoples Council on Biocolonialism 
P.O. Box 818 
Wadsworth, NV 89442 
Tel: (775) 835-6932 
Fax: (775) 835-6934 
Email: ipcb@ipcb.org 
www.ipcb.org 
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Indigenous Research Protection Act 

 
 
WHEREAS, pursuant to the ________ Treaty, [or Executive Order or Agreement] the _________ Tribe 
reserved the ______ Reservation (hereinafter "Reservation") for present and future generations of the 
_________ people, and the _______ Tribal Council (or Executive Committee) has a duty and responsibility 
to protect the Reservation and traditional aboriginal homelands of the _______ people; and  
 
WHEREAS the Reservation forms a sizeable geographic area for the exercise of Tribal jurisdiction, supports 
a residing population, is the basis for the Tribal economy, and provides an irreplaceable forum for cultural 
vitality based on religious and cultural traditions premised on the sacredness of land; and  
 
WHEREAS the original territory of the Tribe, including land off-Reservation, contain significant cultural and 
religious sites which continue to be utilized by Tribal members; and  
 
WHEREAS the ______ Tribe, by and through the _________ Council, has the inherent sovereign authority 
to regulate the conduct and activities on all lands within the jurisdiction of the Tribe, and as expressly 
established in the Constitution of the _____ Tribe, to promulgate, adopt, and enact laws for the control and 
regulation on all lands within the jurisdiction of the Tribe, and to protect the health, economic security, and 
general welfare of the Tribe and its members 
 
NOW THEREFORE BE IT ENACTED BY THE COUNCIL OF THE _______________ TRIBE an Ordinance 
to be known as the "Indigenous Research Protection Act." 
 
 
SECTION 1. FINDINGS AND POLICY. 
 
1.1 The natural and cultural landscapes, including wildlife, flora, fauna, waters, and biogenetics, among 
others, located on aboriginal and present day Tribal lands are owned by the Tribe and the disposition, 
development, and utilization thereof are under the Tribe's full control and supervision.  
 
1.2 The integrity and orientation of past, present, and future generations of the _______ people is founded 
upon a unique and invaluable cultural, historical and environmental ethic. This Tribal ethic defines and 
perpetuates a communal identity, language, history, and value system which involves an irrevocable cultural 
attachment to the native landscape ecology, and the human inseparability and interdependence with species 
and biological diversity. 
 
1.3 The Tribe has the right of self-determination and in exercising that right must be recognized as the 
exclusive owner of indigenous traditional knowledge. 
 
1.4 Indigenous knowledge, cultural and biogenetic resources, and intellectual property rights have been, and 
continue to be, damaged, destroyed, stolen, misappropriated, both on and off the Reservation and Tribal 
members have been the subjects of research for decades, with virtually no benefits returning back to the 
community from the research.  
 
1.5 The Tribe finds that it is in the best interest of the Tribal community to establish a research review 
mechanism to prevent the continued abuses, to protect the people's traditional knowledge and properties, 
and thereby to ensure our rights to continue to practice traditional lifeways and long term survival thereof.  
 
1.6 The established research review process is developed as a mechanism to improve relations between 
the Tribe and scientists/researchers, and to promote collaboration within the framework of mutual respect, 
equity, and empowerment, and to identify benefits and risks to the Tribal community.  
 
SECTION 2. PURPOSE. 
2.1 The purposes of this Ordinance are to:  
 
a. protect the people, culture and natural resources of the Tribe and the Tribe's future generations from 
unauthorized scientific research; and 
 
b. to reduce the adverse effects of research and related activities on the Tribal community; and 
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c. to ensure that researchers recognize Tribal control of research activities and that the Tribe owns all data 
and information generated or produced by such research; and 
 
d. to establish and provide a statutory basis for a process to review and govern any research, collection, 
database, or publication undertaken on the Reservation. 
 
2.2 All research activities conducted on the Reservation must comply with this ordinance.  
 
2.3 The Tribe reserves its right, through its inherent sovereign authority and its police power, to exclude 
individuals from the Reservation and to deny permission and access for any research activities whatsoever.  
 
 
SECTION 3. DEFINITIONS. 
 
For purposes of this Act: 
 
3.1 "__________ Tribal Community" includes Tribal members, their descendants and ancestors, and other 
individuals, families, clans, governments and people residing within the exterior boundaries of the 
Reservation. 
 
3.2 "Academic Research" means research carried out to obtain  
educational qualifications or as part of their academic career at a university or affiliated institutions. 
 
3.3 "Biodiversity" means the total variety of life in all its forms. It includes many levels that range from the 
level of alleles to the biosphere. The major elements of biodiversity include alleles, genes, populations, 
species, ecosystems, landscapes, and the ecological processes of which they are a part. 
 
3.4 "Biogenetic Resources" means biological and genetic resources, including plant material, animals, 
microorganisms, cells, and genes. 
 
3.5 "Biological Samples" means, but is not limited to: bacteria and other microorganisms, bacteria, plant, 
animal, or any human biological materials, genetic samples, any copies of the original genetic samples, any 
cell lines containing copies of the original genetic samples, and data derived from these samples. 
 
3.6 "Commercial Purposes" means to sell, purchase, barter, trade, delayed compensation for profit, 
exchange, transport, or offer to sell, purchase, barter, trade, delay compensation for profit, exchange, or 
transport. 
 
3.7 "Cultural Research" means any endeavor, by means of critical investigation and study of a subject, to 
discover new or collate old facts or hypotheses on a cultural subject, the latter being defined as any 
ethnographic or anthropological study, including basic data collection, studies of or incorporating traditional 
knowledge or classifications systems (e.g. studies of medicinal properties of plants), documentary films, 
archaeology, linguistics and ethno-historical accounts. 
 
3.8 "Indigenous" means native, originating or growing naturally in a specific landscape. Also refers to people 
descending from the original inhabitants of the Western Hemisphere who have maintained distinct 
languages, culture, or religion from time immemorial. 
 
3.9 "Products of Research" means publications (including but not limited to reports, studies, articles, theses, 
books, manuscripts, sound recordings, film and video, media interviews, computer databases), field notes, 
illustrations, photographs, sound recordings, collected material artifacts, replicas, and specimens, including 
any derivative forms they may take such as translations, and communications through the electronic media, 
including the internet and world wide web. 
 
3.10 "Research" includes identification, description, classification, collection, database, recordation, 
analysis, and publication in fields including, but not limited to: agronomy, archaeology, astronomy, biology, 
ethnobotany, ecology, ethnography, history, linguistics, paleontology, medicine, photography, psychology, 
remote sensing, sociology, theology, videography, and other investigative disciplines or approaches as 
identified by the Tribe. 
 
3.11 "Reservation" means all lands outside or inside the exterior boundaries of the ________ Reservation 
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which are under the jurisdiction of the Tribe, and such lands as may hereafter be obtained or added to the 
jurisdiction of the Tribe. 
 
3.12 "RRC" means the five member Research Review Committee established under this Act. 
 
3.13 "Taboo/Sacred" means subject to which access is restricted to any degree. Such subjects can include 
places, names, knowledge, oral traditions, objects, and practices. 
 
3.14 "Traditional Indigenous Intellectual Property" means the indigenous cultural information, knowledge, 
uses, and practices unique to the Tribe's ways of life maintained and established over tribal homelands and 
aboriginal areas since time immemorial. This knowledge is based upon millennia of observation, habitation, 
and experience, and is a communal right held by the Tribe, and in some instances by individuals. This 
property includes, but is not limited to, the following:  
a. knowledge of remembered histories and traditions;  
b. details of cultural landscapes and particularly sites of cultural significance; 
c. records of contemporary events of historical and cultural significance; 
d. sacred property (images, sounds, knowledge, material, culture or anything that is deemed sacred by the 
community); 
e. knowledge of current use, previous use, and/or potential use of plant and animal species, soils, minerals, 
objects; 
f. knowledge of preparation, processing, or storage of useful species; 
g. knowledge of formulations involving more than one ingredient; 
h. knowledge of individual species (planting methods, care for, selection criteria, etc.); 
i. knowledge of ecosystem conservation (methods of protecting or preserving a resource); 
j. biogenetic resources that originate (or originated) on indigenous lands and territories; 
k. tissues, cells, biogenetic molecules including DNA, RNA, and proteins, and all other substances 
originating in the bodies of Tribal members, in addition to genetic and other information derived therefrom;  
l. cultural property (images, sounds, crafts, art, symbols, motifs, names, performances); and 
m. knowledge of systems of taxonomy of plants, animals, and insects.  
 
3.12 "Traditional Knowledge Right" means the traditional right of individuals to control the ways the 
information they provide is used and accessed. The issue of traditional knowledge rights arises when 
individuals either own or are the custodians of specialized (or usually taboo/sacred) knowledge and its 
communication. This knowledge can include names, ceremonies, designs or forms, oral traditions, practices 
and skills. 
 
3.13 "Tribal Member" means an individual Indian who is enrolled in the ________ Tribe. 
 
3.14 "Tribe" means the _________ Tribe. 
 
 
SECTION 4. RESEARCH REVIEW COMMITTEE ESTABLISHED.  
 
4.1 There is hereby established a Research Review Committee, which shall be comprised of five (5) Tribal 
members who shall be appointed to serve on this committee by the Tribal governing body.  
 
4.2 The RRC shall have the following duties and responsibilities:  
a. to examine and comment on all proposals for research to be conducted within the Reservation. 
b. to develop and propose to the Tribal governing body rules under which the RRC shall operate. 
c. to coordinate and insure that affected Tribal programs', departments', and members' interests are 
protected and represented. 
d. submit recommendations regarding proposals to the Tribal governing body for final approval. 
e. coordinate and interact with the researcher(s) in order to ensure Tribal control of the research process 
and Tribal ownership of data and information generated by such research. 
f. negotiate the terms and conditions of a research agreement, and submit such agreement for execution by 
the Tribal Council.  
 
SECTION 5. GUIDING PRINCIPLES FOR RRC. 
 
5.1 The RRC, in examining proposals, shall be guided by the following principles:  
 
a. Principle of Fully Informed Consent After Full Disclosure and Consultation  
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Research should not be conducted until there has been full consultation with all potentially affected Tribal 
communities and individuals, and each such community and individual has approved the research after full 
disclosure. Full disclosure is of: the full range of potential benefits and harms of the research, all relevant 
affiliations of the person(s) or organization(s) seeking to undertake the research, and all sponsors of the 
researcher(s).  
 
b. Principle of Immediate Risks and Benefits to the Tribal Community 
The research should be of immediate benefit to the Tribal community, and the risks associated with the 
research should be less significant than the benefits to be gained. 
 
c. Principle of Confidentiality  
This principle recognizes that the Tribe and local communities, at their sole discretion, have the right to 
exclude from publication and/or to have kept confidential any information concerning their culture, traditions, 
mythologies, or spiritual beliefs. Furthermore, researchers and other potential users shall guarantee such 
confidentiality. 
 
d. Principle of Respect  
This principle recognizes the necessity for researchers to respect the integrity, morality, and spirituality of 
the culture, traditions, and relationships of Tribal members with the world, and to avoid the imposition of 
external conceptions and standards. 
 
e. Principle of Communication  
This principle recognizes that communications should be carried out in the local language, using translators 
as necessary. 
 
f. Principle of Empowerment  
This principle recognizes that empowerment is the sharing of power and is premised on mutual respect. 
Empowerment means that each affected party feels that their needs are being met through a fair and 
equitable manner. Empowerment also means that research authorship must be shared between the Tribal 
community and the researcher. 
 
g. Principle of Equity  
This principle recognizes that equity is a sharing of resources. Both the researchers and the Tribe must 
bring equity to any research contract, agreement or understanding. Each of the participants in a good 
research agreement must evaluate such equity in relation to the research. Finance or money is only one 
form of equity. Community knowledge, networks, personnel and political or social power are other forms of 
equity useful to the project. Each of these commodities has value and must be shared between the 
researchers and the Tribe if a good agreement is to be formulated. The parties must continuously review 
equity over the duration of a research agreement. 
 
h. Principle of Mutual Respect  
This principle recognizes that in order to develop a good research agreement, the researchers and the Tribe 
must generate respect for each other. Respect is generated by understanding the social, political and 
cultural structures of the other party. The researchers and the Tribes can not assume that they believe in the 
same things or share the same goals and expectations. Good communication is required if a proper 
research agreement is to be generated. Cultural sensitivity training for the researchers and Tribal awareness 
presentations will help develop a mutual understanding in conducting the research project. Definitions and 
assumptions must be clarified and questioned by each side and set forth in an agreement. The Tribes and 
the researchers must listen to each other with open minds. 
 
i. Principle of Prior Rights  
This principle recognizes that indigenous peoples, traditional societies, and local communities have prior, 
proprietary rights and interests over all air, land, and waterways, and the natural resources within them that 
these peoples have traditionally inhabited or used, together with all knowledge and intellectual property and 
traditional resource rights associated with such resources and their use. 
 
j. Principle of Self-Determination  
This principle recognizes that indigenous peoples, traditional societies and local communities have a right to 
self determination and that researchers and associated organizations will acknowledge and respect such 
rights in their dealings with these peoples and their communities. 
 
k. Principle of Inalienability  
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This principle recognizes the inalienable rights of indigenous peoples in relation to their traditional territories 
and the natural resources within them and associated traditional knowledge. These rights are collective by 
nature but can include individual rights. It shall be for indigenous peoples to determine for themselves the 
nature and scope of their resource rights regimes. 
 
l. Principle of Traditional Guardianship  
This principle recognizes the holistic interconnectedness of humanity with the ecosystems of our Sacred 
Earth and the obligation and responsibility of indigenous peoples to preserve and maintain their role as 
traditional guardians of these ecosystems through the maintenance of their cultures, mythologies, spiritual 
beliefs and customary practices. 
 
 
SECTION 6. RESEARCH PROPOSAL REQUIREMENTS. 
 
6.1 Time Frame: 
 
As a cooperative venture, research requires an appropriate time frame for Tribal review and approval. 
Researchers must begin working with the RRC in the earliest stages of planning their proposals. Depending 
on the nature of the proposed project, researchers are advised to allow sufficient time for the RRC to 
thoroughly review and understand all aspects of the study, ask questions and resolve differences. Even the 
simplest of proposals must be submitted at least three months prior to the anticipated project start date. The 
RRC reserves the right to reject last minute proposals.  
 
6.2 Format: 
 
A short (a maximum five (5) pages, single sided) synopsis of the project shall be submitted to the RRC. A 
full length proposal should be submitted as a supplement, but the requested summary must contain 
sufficient information to allow the RRC to make an informed decision. The following information must be 
included in any request for approval of a research project: 
 
a) Statement of the Issue/Problem/Research Question: 
 
The research applicant shall briefly describe the issue/problem the applicant is addressing by the proposed 
research. Specific questions related to this issue/problem and the theoretical rationale behind the questions 
shall be set forth. If the applicant has a specific hypothesis, the applicant shall briefly set forth such 
hypotheses. 
 
b) Intent/Benefit to the Tribe: 
 
The research applicant must clearly outline and discuss the intent of the research project and the benefit(s) 
that the project, research or activity will have to the Tribal community. Some questions to be answered are: 
1)what are the anticipated consequences or results/outcomes of the project; 2) what groups will be affected 
and what groups will benefit; and 3)in what ways will these groups and the Tribe's benefit? 
 
c) Method: 
 
As a part of the application process, the applicant shall briefly describe the procedure for the collection of all 
data to be used in your study. Included shall be a description of subjects, settings, proposed procedure and 
the nature of the data to be collected. 
d) Confidentiality: 
 
A very important part of the application process is a description on how confidentiality will be protected. The 
applicant shall identify the circumstances under which the obligations of the researcher may constitute a 
breach of confidentiality. A description shall be given on how individual participants will be informed of the 
degree of confidentiality that will be maintained throughout the study. The Tribe maintains that unless 
otherwise specified, only aggregate data, not individual data, shall be published or released to the general 
public. All individual identifiers such as names, addresses and phone numbers must be kept confidential and 
no sale or transfer of databases outside the specific research project shall be allowed. The applicant must 
state in their application summary whether the Tribal community will be identified in any data released to the 
general public. 
 
e) Disposition of Data and Samples 
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A portion of the application process shall describe how individual participants will be informed of how data 
and samples will be used. Both the Tribal community and the participants must clearly understand what the 
researcher plans to do with the information and samples that are collected. A description of the plans to 
provide individual participants with their own personal results must be provided. In addition, the research 
applicant shall describe how the community at large will be educated or empowered by this study. A 
description of the frequency and manner by which the aggregate data and progress reports will be shared 
with the RRC must be set forth. Furthermore, communication strategies to present aggregate data to the 
community at large shall be described. 
 
f) Risks: 
 
The applicant must describe any potential legal, financial, social, physical or psychological risks that are 
anticipated in the research. Any risks of deleterious impact on the cultural, social, economic or political well-
being of the Tribe or Tribal members shall be assessed. The assessment of risk will also address the steps 
that will be taken to minimize, ameliorate or repair any actual harm caused to the Tribal community by the 
research. Explanation shall also be given on how potential risks will be explained to participants and how the 
risks are justified by the potential benefits of the research. 
 
g) Funding/Budget: 
 
If the study is funded by any public or private sources, the applicant shall provide a full reference of this 
funding source and explanation of any limits on the confidentiality of research results. If the researcher is 
currently seeking funding, the researcher shall list all funding agencies for which proposals are being sought. 
Researchers shall budget funding to cover cultural sensitivity training, to provide adequate resources to 
cover community education and outreach efforts as a part of the research, and finally, to rectify any harm to, 
or exploitation of, Tribal property resulting from the research. 
 
h) Cultural Sensitivity Training:  
 
All principal investigators, researchers, graduate students and any other people involved in the research will 
be required to undergo cultural sensitivity training to be provided at the researcher's expense. Costs will be 
determined based on the scope of the project. The training shall be provided by _______ 
_____________________________. 
 
i) Equity: 
 
The proposal must demonstrate how the participants and the Tribe will be given a fair and appropriate return 
for cooperation in the research. Just compensation or fair return includes but is not limited to: obtaining 
copies of the research findings, authorship, co-authorship or acknowledgment, royalties, fair monetary 
compensation, copyright, patent, trademark, compensation for expenses incurred in reviewing/advising 
researchers, coverage of training/education or outreach expenses or other forms of compensation. 
 
j) Consent: 
 
 
The proposal must address mechanisms for informed consent, which may be required from individual 
participants, families, clans or the Tribal Government. The applicant shall list all the agencies, professionals, 
government representatives or individuals within the Tribal community with which the applicant has 
previously discussed the proposed research and whether or not these people have given their informed 
consent, or other support, to the research. 
 
k) Empowerment: 
 
The applicant shall describe how individuals and Tribal members will be empowered by the research 
process through employment, training or outreach efforts. Native American preference must be given in 
employment and training in all phases of the project or activity, especially where the research is occurring on 
the Reservation. The Tribal preference laws shall govern the order of priorities in hiring. 
 
l) Intellectual Property Rights: 
 
The application shall address the plans (pre, during and post-project) for publication or commercialization of 
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the research findings. If such publication or commercialization is contemplated, the applicant shall address 
how the Tribal community shall share in the authorship of publications or commercialization of the research 
findings. The Tribe also needs to know how the Tribal community will have access to the project, research 
data or findings for the Tribe's own use. Researchers must inform the RRC of journals, publishing houses or 
conferences that they plan to print or present the results of their studies before papers are submitted or 
presented. The proposal must demonstrate a process whereby the RRC and the Tribe will have an 
opportunity to review, critique and approve the results of all studies before any publication, presentation, 
news conferences or release of data to the general public occurs. Researchers shall be responsible for 
addressing, correcting and satisfying the concerns of the Tribe in both drafts and final reports, papers or 
data summaries before they are released to the general public. 
 
m) Data Ownership/Archive: 
 
 
The Tribe reserves the right to require the deposit of raw materials or data, working papers or product in a 
tribally designated repository, with specific safeguards to preserve confidentiality. Duplicates of data or split 
samples may be required to be stored in such a local archive. 
 
6.3 Administrative Fee: 
 
The researcher shall remit with the research proposal an administrative fee in the amount of $______ to 
cover administrative costs associated with review of the proposal and permitting. 
 
 
SECTION 7. REVIEW OF RESEARCH PROPOSALS AND REVIEW PROCESS. 
 
7.1 All research proposals must be complete before the RRC is required to consider the proposal. A 
proposal is complete when it contains the fee and all of the information required in Section 6 that is 
necessary for the RRC to decide whether or not the proposal should be considered. 
 
7.2 Any research summaries and support documents requested by the RRC pursuant to the proposal 
process should be sent to: 
 
[Insert Address] 
 
7.3 The RRC shall review the application materials that are submitted and either: 
 
a) Return the proposal to the researcher with requests for additional information or with suggestions for 
clarification or change; or 
 
b) Forward the proposal and request to the Tribal governing body with a recommendation for approval or 
disapproval; or 
 
c) Consult with other Tribal members, Tribal elders, professionals, technical experts or specialists for a 
second evaluation before sending recommendations to the Tribal governing body. 
 
7.4 The review process and approval of the research is complete when the researcher receives a letter of 
notification from the RRC and enters into a binding Research Agreement (see Appendix) that contains the 
obligations and responsibilities of the parties. Upon approval, principal investigators, researchers, graduate 
students and any others involved in the research shall undergo cultural sensitivity training at the researcher's 
expense before any project begins within the Reservation. The RRC expects periodic progress reports and 
will use these reports to update the Tribal governing body on the status of the project. 
 
7.5 The RRC may specify a Compliance Fee in an amount appropriate to ensure the researcher's 
compliance with the conditions of the research. Upon completion of the research, the compliance deposit 
may be refundable. 
 
7.6 Following approval of the research, the researcher shall secure all permits and licenses that may be 
required by Tribal law, including but not limited to a permit as provided under Section 9.  
 
SECTION 8. RESEARCH AGREEMENTS. 
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8.1 An agreement specific to the research shall be developed so that studies proceed in a manner that is 
both culturally sensitive and relevant to the participants and the Tribal community.  
 
8.2 Where any of the products of the research are to be used for commercial purposes, a separate 
agreement will be made specifying the bases on which sales are to be made and the proceeds of sales are 
to be distributed. Where research is engaged in for commercial purposes, it is the responsibility of the 
researcher to make all informants and suppliers of information aware of this fact, and to come to an 
agreement with them on the amount of compensation to be paid. There must be a limit on samples that the 
researcher may obtain and take off the Reservation, and the approved list and amount of samples to be 
taken must be followed strictly.  
 
8.3 A sworn notarized declaration of noncommercial use of research products and/or traditional and 
indigenous knowledge is required in conjunction with an Academic Research Agreement. This declaration 
may be included in the body of the Research Agreement. 
 
8.4 If a research project receives approval by the Tribe, the approval remains in effect for the period of time 
specified in the research agreement unless substantial changes are made in the research protocol. At the 
end of the period approved for the research project, the researcher must submit a letter in writing which 
summarizes the status of the project (complete, incomplete, discontinued), any unanticipated problems that 
occurred during the data collection phase of the project, and a time schedule for completion of all work, 
including community education/outreach, related to the project. If the project is incomplete, the researcher 
must also request in writing an additional period for the data collection phase of the project. 
 
SECTION 9. PERMITS. 
 
9.1 The RRC shall develop standard application forms for Research Permit applicants and set forth the type 
of information that must be submitted.  
 
9.2 The RRC shall develop a standard permit form, which at a minimum shall include the name(s) of the 
researcher(s) covered, name and/or brief description of the study approved, location(s) of research to be 
conducted, and effective start and ending dates of the permit. 
 
9.3 Upon execution of a Research Agreement, all persons conducting research on the Reservation shall 
obtain from the Office of the Tribal Secretary a Research Permit in accordance with the terms of this 
Section.  
 
9.4 An application form for a Research Permit may be obtained from the RRC or from the Office of the Tribal 
Secretary.  
 
9.5 All persons covered by a Research Permit shall have such Permit in their possession at all times while 
conducting research. The Research Permit must be produced for inspection or surrendered upon demand 
by authorized Tribal authorities.  
 
9.6 A Research Permit issued under this Section may be suspended or revoked at any time by the Tribal 
Chairperson, Tribal Council, or the RRC, if a permit holder is engaged in activities not allowed by the permit, 
fails to abide by a permit term or condition, has committed fraud or misrepresentation or provided incorrect 
statements in the application or permitting process, or is engaged in or has engaged in activities prohibited 
by this Act or any other Tribal law or resolution. 
 
9.7 A revocation or suspension of a permit issued pursuant to this Section is final and not subject to appeal. 
 
SECTION 10. MODIFICATIONS OF AN APPROVED PROJECT. 
 
10.1 If the researcher wishes to make substantial changes in his or her research project after receiving 
approval from the Tribe, he or she must submit a summary of the proposed modifications to the RRC. 
 
10.2 Modifications in the data collection procedures must be reviewed by the RRC and approved by the 
Tribal governing body. Modifications to the research project shall not be implemented until the researcher 
and the RRC have amended the research agreement and permits, and the researcher receives written 
approval from the RRC. 
 
SECTION 11. REGULATION OF BIOLOGICAL SAMPLES 
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11.1 Any researcher who seeks to collect, acquire, or analyze any biological samples must agree and abide 
by the following conditions with regard to research with biological materials.  
 
11.2 The Tribe may, at any time, decide to withdraw from the research project or any portion thereof, and 
request the return of all biological samples. The researcher, and any other parties, must comply. 
 
11.3 Upon completion of the research project, or termination or cancellation of the project at any time prior to 
completion, the biological samples must be completely and fully returned to the possession of the Tribe. 
 
11.4 No biological samples from this study may be released to, or used by, any other researcher(s), 
research institution, or any other entity, whether public or private, without the prior and fully-informed written 
approval of the Tribe.  
 
11.5 If the Tribe permits any biological samples to be stored in any other locations, the researcher shall 
maintain at all times a complete list thereof. The list shall include a description of the sample or data, source, 
specific use or purpose of each item, responsible person(s) at the 
location, and where the item is housed (e.g., in a "gene bank" or on a specific computer), and any relevant 
time lines with regard to use of, disposition, return, or destruction of the samples or data. The researcher 
shall provide an updated copy of the list to the Tribe whenever changes are made. The updated list shall 
include identification of changes made since the last copy of the list was provided to the Tribe. 
 
11.6 Any situation where biological samples will leave the possession or control of the researcher will 
require a separate agreement between the Tribe and the external party in accordance with this Act.  
 
11.7 No entity may seek to patent or commercialize any biological materials obtained from the Tribe, from 
the Tribe's jurisdiction, or under the authority of the Tribe. This  
includes genetic samples, any copies of the original genetic samples, any cell lines containing copies of the 
original genetic samples, and data derived from these samples.  
 
 
SECTION 12. RESERVATIONS AND TERMINATION. 
 
12.1 The Tribe reserves the right to: 
 
a) Withdraw consent to use or release information and/or prevent the publication of data which is 
unauthorized, insensitive, misrepresents or stereotypes Tribal people or will harm the health, safety or 
welfare of the Tribe or the Tribal environment. 
 
b) Deny researchers the opportunity to conduct research in any Tribal community within Tribal jurisdiction. In 
addition, other researchers or scientists from the same research institution may be denied any future access 
to the Reservation. 
 
c) Withdraw approval for projects. Should this occur, the Tribe will explain the rationale for withdrawing 
approval and explain why this project or the release of data is deemed to be harmful to individuals or the 
Tribal community at large. In the case of withdrawal of approval by the Tribe, all information and copies of 
data must be returned to the Tribe. 
 
d) Exclude individuals from the Reservation 
 
e) Seek injunctive relief, including an order restraining a person from continuing to enter onto the 
Reservation. 
 
12.2 If a project is terminated, the research entity or individual must provide just compensation to any field 
staff or member of the Tribe for their time and efforts spent related to the research project. 
 
12.3 This ordinance does not apply to Tribal members or communities conducting research within their own 
community for their own use, provided, however, that this ordinance shall apply if a Tribal member is 
conducting research for, or is affiliated with, an outside institution. 
 
 
SECTION 13. PROHIBITED CONDUCT. 
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13.1 No person shall conduct any academic research or cultural research without first obtaining approval by 
the RRC pursuant to Section 7 of this ordinance; 
 
13.2 No person shall conduct any academic research or cultural research without obtaining a fully executed 
research agreement pursuant to Section 8 of this ordinance;  
 
13.3 No person shall conduct any academic research or cultural research without maintaining in their 
possession a permit issued pursuant to Section 9 of this ordinance;  
 
13.4 No person shall collect, acquire, or analyze any biological samples without abiding by the provisions of 
Section 11 of this Ordinance; 
 
13.5 No person shall alter, damage, disturb, excavate, removed, or desecrate and biodiversity related 
resources, biogenetic resources, or traditional indigenous intellectual property on or of the Reservation or 
Tribe; 
 
13.6 No person shall, while on the Reservation, conduct any visitation, inventory, collection, research, or 
filming related to any biodiversity related resources, biogenetic resources, or traditional indigenous 
intellectual property, or disturb any animals, vegetation, or landscapes of the Reservation or Tribe;  
 
13.7 No person shall sell, purchase, exchange, transport, receive, or offer to sell, purchase, exchange, 
transport, or possess any biodiversity related resources, biogenetic resources, biological samples, or 
traditional indigenous intellectual property if such resource or property was obtained in violation of this 
Ordinance or any permits. 
 
SECTION 14. PENALTIES. 
14.1 CRIMINAL PENALTIES 
Any person over whom the Tribe may assert criminal jurisdiction, who knowingly violates or counsels, 
solicits, or employs any other person to violate any section of this ordinance, or any condition of limitation of 
a permit issued under this ordinance, shall be guilty of a criminal offense. Each criminal offense shall be 
punishable by restitution, community service, a fine not to exceed $10,000, imprisonment in the tribal jail for 
not more than one year, or any combination of these penalties. Criminal offenders may also be subject to 
civil penalties and damages set forth in this ordinance. 
 
14.2 CIVIL PENALTIES 
a) Any person who violates any section of this ordinance, or any permit issued under this ordinance, shall be 
assessed a civil penalty not to exceed $10,000 per violation, or if applicable, any civil penalty provided for 
under Federal laws. 
 
b) No civil penalty shall be assessed unless such person is given notice and an opportunity for a hearing 
with respect to such violation. Each violation shall be a separate offense. The trial of any such violation shall 
be by the Tribal Court and the prosecution shall have the burden of proving the alleged violation by a 
preponderance of the evidence. 
 
c) Any person who violates this ordinance, or any permit issued under this ordinance, may lose the privilege 
of doing business or conducting research on the ________ Reservation. 
 
d) Any nonmember of the Tribe who violates this ordinance or any permit issued under this ordinance may 
be excluded from the Reservation. 
 
14.3 CIVIL DAMAGES 
a) Assessment of Actual Damages: Any person who violates any section of this Ordinance or any permit 
issue under this Ordinance shall be liable to the Tribe for civil damages to be assessed by the __________ 
Tribal Court after a hearing. "Civil Damages" shall be interpreted liberally by the _______ Tribal Court to 
include, but not be limited to, the following: 
 
1. Cost of restoration and repair; and  
2. Enforcement costs associated with the enforcement of this Ordinance; and  
3. Costs associated with the culturally appropriate disposition of resources, including conservation, curation, 
and/or reburial. 
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b) Assessment of Treble Damages: In addition to actual damages, the __________ Tribal Court, in its 
discretion, may assess damages of up to three times the amount of actual damages. 
 
14.4 FORFEITURE 
a) All objects or property in the possession of any person, and obtained in violation of this Ordinance or in 
violation of a term or condition of a permit obtained thereunder, shall be seized by law enforcement agents 
and forfeited to the Tribe for disposition. 
 
b) A person may recover all such property incapacitated by paying to the Tribe the costs incurred by the 
Tribe in carrying out legal proceedings, and by paying all fines due for violations of Tribal law. 
 
14.5 SEIZURE OF SECURITY 
The citing law enforcement agent shall: 
 
a) Seize such property in the possession of the alleged perpetrator, including vehicles, or equipment 
involved in the violation, as the enforcement program or agent deems reasonably necessary to secure 
payment of any fine or civil damages which may be levied upon the defendant upon conviction of the 
infraction or crime. 
b) The property seized shall be released to the owner upon timely payment of any related civil assessments. 
c) Any seized property shall be forfeited to the _________ Tribe if the assessment has not been paid within 
15 days of the hearing at which the civil assessment was levied or 15 days from the final determination of 
any appeal taken pursuant to this Ordinance, whichever is later. 
 
SECTION 15. PERSONAL JURISDICTION. 
 
15.1 As to a cause of action arising under this ordinance, a court may exercise jurisdiction over a non-
domiciliary on any basis consistent with and on the broadest basis permissible under the Constitutions of the 
United States and the _______ Tribe.  
 
 
SECTION 16. SEVERABILITY. 
 
16.1 If any provision of this ordinance or the application thereof to any person, court, or circumstance is held 
invalid by a Tribal Court or another court having competent jurisdiction, the invalidity shall not affect other 
provisions of this ordinance which can be given effect without the invalid provision or application and to this 
end, the provisions of this ordinance are severable.  
 
SECTION 17. REPEAL OF CONFLICTING LAWS OR REGULATIONS  
 
17.1 Any ordinance, resolution, act, or rules and regulations in conflict with the provisions of this Ordinance 
shall be superceded and repealed to the extent of such conflict. 
 
SECTION 18. WAIVER  
 
18.1 No individual person, Tribal official, or Tribal employee is authorized to waive any part of this 
Ordinance. 
 
SECTION 19. SOVEREIGN IMMUNITY 
 
19.1 The Tribe and all its constituent parts, subordinate organizations, boards, committees, including the 
RRC, are immune from suit in any jurisdiction except to the extent that such immunity has been expressly 
and unequivocally waived by the Tribe. 
 
SECTION 20. AMENDMENTS 
 
20.1 This Ordinance may be amended following public hearings by Resolution by the ________ Tribal 
Council in accordance with the ____________ Constitution. 
 
SECTION 21. EFFECTIVE DATE. 
 
21.1 This Act is effective upon the date of passage by the ________ Tribal Council. 
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APPENDIX 1- ACADEMIC RESEARCH AGREEMENT 

 
Research Agreement 
 
THIS AGREEMENT is entered into by and between the ___________ Tribe, located at ____________ 
(hereinafter referred to as "Tribe"), and _______________, located at __________ (hereinafter referred to 
as "the Researcher). 
 
WHEREAS, the Researcher has applied to the Tribe to do research, and agrees to the conditions placed 
upon the Researcher in this agreement and to comply with the intent of the Indigenous Research Protection 
Act and the principles set forth therein; and 
 
WHEREAS, the Tribe agrees to permit the Researcher to do such research; 
 
NOW THEREFORE, in consideration of the mutual covenants and conditions contained herein, the parties 
hereto understand and agree as follows: 
 
Section 1. Parties Bound. 
The provisions of this Agreement shall apply to and be binding upon the Tribe and the Researcher and the 
Researcher's officers, agents, successors, assigns and all persons acting on the Researcher's behalf. Each 
party certifies that its undersigned representative is fully authorized by the party he or she represents to 
enter into the terms and conditions of this Agreement, to execute it on behalf of that party, and to legally bind 
the party on whose behalf he or she executes this Agreement. 
 
Section 2. Tribe's Authorization 
The Tribe hereby authorizes the Researcher to undertake research work in 
__(location)_________________ on the subject of:  
 
 
 
 
with the communities of: 
 
 
 
in the capacity of (if more than one researcher is involved): 
 
 
 
 
for the period up until (specify if research will involve more than one visit): 
 
 
 
Section 3. Responsibilities of the Researcher. 
 
3.1 The Researcher shall pay an administrative fee of $______ to cover all administrative fees and costs 
incurred in the setting up and implementation of the research venture, unless, in the discretion of the RRC, 
the fee has been waived. 
 
3.2 The Researcher shall provide copies of non-artifact products or research to the RRC and, where 
feasible, to the local community. Two copies of films, videos, or other audio or visual media are to be 
provided, one for public screening and the other for deposit in the Tribal archives, library, or repository. Any 
artifacts collected become the property of the Tribe unless traditional ownership has been established in a 
Traditional Copyright Agreement. The removal of any artifacts or specimens outside of the Reservation is 
prohibited, unless agreed upon by the parties to this Agreement. The conditions for return of the materials 
shall include: 
 
(a) a letter from the institution with which they are affiliated guaranteeing the researcher's compliance with 
the conditions below; and/or 
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(b) a deposit in the amount of $______ to ensure compliance with the conditions. 
 
(c) Identify specimens, materials, artifacts, and conditions for return in addition to (a) and/or (b) above: 
 
 
 
 
 
 
 
3.3 The Researcher agrees to involve Tribal scholars, students, and members of the community in research, 
to provide full recognition of their collaboration, and to provide training to enable future contribution to the 
community. 
 
3.4 The Researcher guarantees a product of immediate benefit and use to the Tribal community and the 
Researcher shall provide such product no later than six months after termination of the research period. This 
product is: 
 
 
 
 
 
3.5 The Researcher, in addition to the research work and as a service to the Tribal community, shall 
undertake to:  
 
 
 
 
 
 
3.6 The Researcher, in undertaking research, shall: 
 
(a) recognize the rights of people being studied, including the rights not to be studied, to privacy, to 
anonymity, to confidentiality, and to fully informed consent; 
 
(b) recognize the primary right of informants and suppliers of data and materials to the knowledge and use 
of that information and material; 
 
(c) respect traditional copyrights; 
 
(d) respect local customs and values, and carry out research in a manner consistent with this Agreement 
and the Indigenous Research Protection Act; 
 
(e) assume a responsibility to make the subjects in the research fully aware of their rights and the nature of 
the research and their involvement in it; 
 
(f) contribute to the interests of the community in whatever ways possible so as to maximize the return to the 
community for their cooperation in the research work; and 
 
(g) recognize their continuing obligations to the local community after the completion of the fieldwork, 
including returning materials and providing support and continuing concern for the well-being of the local 
community; 
 
3.7 The Researcher shall enter into a Traditional Copyright Agreement where the Researcher obtains 
information or material data. The Traditional Copyright Agreement shall be completed by the Researcher, 
the supplier of data or information, and the RRC. The Researcher has the responsibility to make such 
consultants fully aware of their rights and obligations, and those of the Researcher, in the signing of the 
Traditional Copyright Agreement 
 
3.8 The Researcher shall maintain all information and data gathered in his/her research and shall make 
such information and data available to the RRC upon request for inspection and review.  
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3.9 The Researcher shall provide the RRC with monthly status reports of the research conducted on the 
Reservation. 
 
3.10 The Researcher, and the Researcher's employees, students, and agents, shall maintain confidentiality 
of any and all records, data, and information gathered relating to the Tribe which is in the Researcher's 
possession and control. Such information shall only be released or disseminated pursuant to the strictest 
policies of confidentiality and privacy with the consent of the Tribe. 
 
3.11 The Researcher is an independent contractor and nothing contained in this Agreement shall be 
deemed, construed, or interpreted to constitute the Researcher as a partner, agent, or employee of the 
Tribe, nor shall the Researcher have any authority to bind the Tribe. 
 
3.12 A breach of any part of this Agreement by the Researcher or a decision by the affected community that 
it no longer desires to be involved in the research will result in the termination of the research project. 
 
Section 4. Responsibilities of the Tribe. 
 
4.1 The Tribe is the owner of the communal cultural, natural, and biogenetic resources, and retains ultimate 
discretionary authority and final authority and responsibility for the approved research.  
 
Section 5. Noncommercial Purpose 
 
5.1 The Researcher hereby warrants that no research performed under this Agreement, no research 
products, and no traditional or indigenous knowledge will be used for commercial purposes, unless 
otherwise provided for in this Agreement.  
 
 
Section 6. Termination of Agreement. 
 
6.1 This Agreement may be terminated by: 
 
(a) the mutual agreement of both parties in writing; or 
 
(b) either party giving the other party not less than sixty (60) days advance notice of termination; or 
 
(c) the non-breaching party in the event the breaching party fails to correct a material breach within fifteen 
(15) days of receiving written notification from the non-breaching party; 
 
Section 7. Miscellaneous Provisions. 
 
7.1 The Tribe does not assume any liability by entering into this Agreement. 
 
7.2 The failure of the Tribe to require the strict performance of any provisions of this Agreement in any one 
or more instances, or to exercise rights hereunder or seek enforcement of such provisions or rights at law or 
equity, shall not be construed as and shall not constitute a waiver or relinquishment of such provision or 
rights, and such provisions and rights shall continue in full force and effect. 
 
7.3 This Agreement, including all matters relating to the validity, construction, performance, and enforcement 
thereof, shall be governed by the applicable laws of the ______ Tribe and federal law. The _________ Tribal 
Court shall have jurisdiction to hear disputes under this Agreement, and the Researcher and the Tribe shall 
be subject to the personal jurisdiction of the _____ Tribal Court and all court rules thereof, and shall accept 
venue in the ______ Tribal Court. The Researcher agrees that any process served for any action or 
proceeding shall be valid if mailed by Certified Mail, return receipt requested, with delivery restricted to 
addressee, its registered agent, or any agent appointed in writing to accept service.  
 
7.4 All notice required to be given under this Agreement shall be in writing and shall be either (1) personally 
delivered to the party to whom addressed, or (2) sent by United States mail, postage prepaid, registered or 
certified mail, return receipt requested, addressed to the party at the address which follows or to such other 
address as the parties may hereafter designate in writing. Any such notice shall be deemed to have been 
given, if mailed as provided herein, as of the date mail stamped. 
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Tribe's Address: 
 
 
 
 
Researcher's Address: 
 
 
7.5 If any provision of this Agreement is found unlawful, void, or unenforceable by a court of competent 
jurisdiction, that provision shall be deemed severed from this Agreement, and in no way shall affect the 
validity or enforceability of the remaining provisions of this Agreement. 
 
7.6 Neither party shall assign, pledge, or transfer, in whole or in part, their rights, duties, responsibilities, or 
interests under this Agreement without the prior written consent of the other party. No assignment of this 
Agreement shall be made to an individual, organization, firm, or business entity that has been convicted of a 
criminal offense related to or involved in any research concerning research of an Indian tribe or indigenous 
community. The provisions of this Agreement shall be binding upon and inure to the benefit of the parties 
hereto and each of their respective successors and permitted assigns. 
 
7.7 This Agreement constitutes the entire agreement between the parties and no agreements or 
representations have been made or shall be binding upon either party unless set forth herein. This 
Agreement supersedes any prior oral or written statements made by either party, its employees, 
representatives or agents. 
 
 
IN WITNESS WHEREOF, the Tribe and the Researcher have executed this Agreement, in triplicate, 
individually or by signature of this duly authorized representative as of the date and year written below. 
 
_________________ Tribe The Researcher 
 
______________________ ___________________ 
 
Date: ________________ Date: _____________ 
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Consent and Consultation in Genetic Research on American 
Indians and Alaska Natives 

by Brett Lee Shelton, J.D. 

_______________________________________________________________________ 

There are many reasons why a person might choose not to participate in as a subject in scientific research. 
It may take too much time, make the person uncomfortable, or infringe on privacy in a way that makes it 
undesirable to participate. There may be other reasons, as well, such as religious qualms with the research 
or certain aspects of it, or a dislike for the researcher. Whatever the reason, most civil societies deem it 
important that a person generally not be required to participate in any research in which they do not want to 
take part. There are many laws and ethical canons that address this requirement that subjects “consent’ to 
being studied before research is allowable. 

Moreover, it is not enough to merely get consent from a potential study participant‚the person must be 
informed of what their participation will entail in order for their consent to be considered valid. While there is 
some debate about just how much information a potential subject must be given in order for consent to be 
considered “informed consent,” it is generally agreed that the participant must be fairly well-informed in order 
for their consent to be valid. Otherwise, the potential subjects are not aware of that to which they are 
consenting. The consent is not real.  

In the United States, the only real legal protection for informed consent is in the Federal Policy for the 
Protection of Human Subjects (“Federal Policy”). The Federal Policy covers only research funded or 
conducted by the federal government, and it requires consent by requiring that research be approved by 
Institutional Review Boards (IRBs). The IRBs in turn, must require that informed consent be a part of the 
design of all research that they approve. See 45 C.F.R. Part 46.  

Consent Among Individual American Indians in Genetic Research 

Among American Indians, there may be many culturally-based reasons why an individual might choose not 
to participate in genetic studies. In addition to the reasons any person might decline to participate in genetic 
research, an American Indian might have other reasons. Their particular tribal background, and the degree 
to which that particular tribal culture affects their values and beliefs, will determine on whether they have 
such objections.  

There are many different American Indian cultures in the United States, and these cultures can differ from 
those of the mainstream culture in many, sometimes unexpected, ways. It would be virtually impossible for 
any researcher to anticipate all the factors that an individual American Indian would deem important in 
deciding whether to participate in a particular study. That is why it is important that American Indians be 
educated as much as possible about a study before they are asked to participate. In the field of genetics, the 
necessary education includes information about how samples are handled before, during, and after the 
research, and what the final product of the research is likely to be, in addition to education about the 
particular study.  

This education does not take place very often before consent for genetic research is sought from American 
Indians. American Indian people are frequently shocked and disappointed to hear that they may have been 
the source of biological samples being used in ways they never understood to be a possibility. Further, many 
of the scientific journal reports on genetic research show evidence of a lack of any consent to the use of 
samples. By using biological samples from American Indian people without their fully informed consent, 
researchers are violating the human rights of those individuals. By supporting the research through funding, 
the agencies involved are complicit in the human rights violations. 

The federal agencies funding genetic research need to make at least two changes in order to correct the 
current systemic flaws that violate the human rights of American Indians. First, education of American Indian 
people about genetics and its procedures is necessary on a large scale, so that potential study participants 
are informed about what they might participate in, and so that they may bring their own cultural values to 
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bear on the decision of whether to participate or not. Second, a system requiring specific consent for each 
secondary use of biological samples must be implemented and enforced. Each secondary use is a new 
study, and neither consent for the primary use nor blanket consent by an under-informed sample source 
legitimately establishes the informed consent necessary for the protection of the subject American Indian’s 
human rights. 

Consultation Protects Individuals and Group Rights 

American Indians, if they are members of tribes that have been officially recognized by the United States 
government, have another potential governmental safeguard for their interests— in the form of their tribal 
governments. In theory, tribal governments can help protect the rights of their members.  

Through all the years since the first contact with non-Indians, tribes have retained their sovereign authority 
to act for the benefit of their members. This sovereign authority is frequently recognized by the United States 
and thereby made a part of federal law as well. Further, sometimes the federal government grants additional 
authority to tribal governments that it would have otherwise claimed itself. However, tribal governments must 
have sufficient power to make their protective actions effective.  

In addition to their ability to protect the rights of individual members, tribal governments also serve to protect 
the collectively-held rights of the tribe as a whole. The notion of group rights, particularly those that may be 
paramount to individual rights, is sometimes very foreign to those living in the mainstream culture, which 
usually assumes that rights and property are to be held by individuals and that all property can be alienable. 
However, American Indians, and many cultures worldwide, continue to recognize certain areas in which the 
concerns of the group are paramount to those of any individual.  

Tribal governments must frequently act in the interest of the tribe as a whole, and thereby protect group 
rights. In cases where group rights of the tribe and individual rights of tribal members are in potential conflict, 
the people of the tribe are uniquely able to strike the culturally appropriate balance. Most frequently, the 
people of the tribe are able to strike this balance most effectively by acting through the governing body of the 
tribe, the tribal government. 

Recognizing (1) the often inherent imbalance in power between itself and tribal governments, (2) the 
important function that tribal governments play in protecting the rights of tribal members and the tribe as a 
whole, and (3) the appropriateness of tribal determination of issues involving tribal values, the federal 
government has chosen a policy that encourages the development of tribal governments and vests as much 
authority as possible in tribal governments whenever possible. In terms of policy development and 
administration of the executive branch, this policy is manifest in a mandate that that agencies consult with 
Indian tribal governments whenever a federal action will affect Indian people.  

Executive Policy Requires Tribal Consultation on Research 

Executive Orders and Executive Memoranda are two official documents that the President of the United 
States uses to direct internal management of the agencies in the executive branch of the federal 
government. At least twice, the President has directed all federal agencies to consult with Indian tribes 
whenever they take actions that will affect tribes. In the Executive Memorandum on Government-to-
Government Relations with Native American Tribal Governments (April 29, 1994), the President directed 
that: 

[e]ach executive department and agency shall consult, to the greatest extent practicable and the extent 
permitted by law, with tribal governments prior to taking actions that affect federally recognized tribal 
governments. All such consultations are to be open and candid so that all interested parties evaluate for 
themselves the potential impact of relevant proposals. 

Four years later, the President augmented this sentiment in the Executive Order on Consultation and 
Coordination with Indian Tribal Governments (May 14, 1998). The Executive Order states that: 
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[e]ach agency shall have an effective process to permit elected officials and other representatives of Indian 
tribal governments to provide meaningful and timely input in the development of regulatory policies on 
matters that significantly or uniquely affect their communities. 

Research projects that focus on Native American tribes and their members “significantly or uniquely affect” 
tribes by their very nature—without the targeted tribe(s), the study would not exist in the same form. 
Therefore, according to the executive documents on consultation, federal agencies have an obligation to 
consult with targeted tribes prior to funding research that targets the tribes or their members. 

The Trust Responsibility Requires Consultation 

The United States has unique power in Indian affairs, stemming from the power to make treaties and the 
reservation to the federal government of the Constitutional power to “regulate commerce with the Indian 
tribes,” (or the “Indian Commerce Clause” of the U.S. Constitution). Along with this authority, courts have 
routinely held, comes a special responsibility‚the trust responsibility of the United States towards American 
Indian people and tribes. 

The trust responsibility applies to all agencies with programs concerning Indians, and it may not be 
subordinated to other public interests unless specifically authorized by Congress (see Nevada v. United 
States, U.S. Sup. Ct. 1983). Because research involving American Indian people as subjects, particularly 
involving them because they are American Indians, concerns Indian people and tribes, participation in the 
research by the federal government creates a trust responsibility on the part of the governmental agencies 
involved. Is this trust relationship not being violated if the human rights of the subjects of the research are 
violated? The current processes whereby federal funding decisions are made repeatedly result in such 
violations. 

WHAT MUST BE DONE 

In order to protect the rights of individual American Indians whose participation might be sought in genetic 
(and other) research, several steps must be taken at the federal level. Without better education on the 
basics of genetic research at the grassroots community level, the possibility of truly informed consent is 
negligible. Therefore, if the federal government desires to spend money on research involving American 
Indians, it must first make sure that the potential subjects are sufficiently informed to be able to validly 
consent to participating. Spending for education is a necessary precursor to valid spending for actual 
research.  

Tribal consultation, as a method for obtaining tribal consent, is also necessary for every proposed 
research project involving a tribe. The federal mandate to consult with tribal governments must be 
honored, in order to ensure good policy and decisions, and to help protect against human rights violations of 
individuals and violations of tribal group rights.  

Finally, effective controls must be put in place to prevent secondary uses of biological samples and 
information when specific informed consent for those uses has not been obtained. Each new study is 
a new use, and informed consent should be required. Each participant’s right to decide whether they will 
participate should be honored. This right should not be compromised by a lack of information, or by empty 
general “blanket” consent, as is the current norm. 

All of these changes will be best implemented at the federal level, by the agencies controlling and supporting 
the research. The agencies need to develop an implement policies restricting secondary sample use. The 
agencies also need to consult with tribes prior to funding research that targets tribes, or at least require that 
research proposals show valid evidence of tribal approval prior to funding.  

Tribes can advocate for these changes at the federal level. In the meantime, it will also be useful for 
tribes to pass tribal legislation that will protect them and their members locally, relying on their own 
sovereign authorities.  

Only when such protective measures are enacted will American Indian participation in genetic research be 
able to proceed, if at all, on valid grounds. Until such measures are enacted, the long list of human rights 
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and tribal rights violations that is being stacked up by the actions of federal agencies funding research on 
American Indians will only continue to get longer. And the possibility for embarrassing human rights 
violations and concomitant lawsuits will only continue to grow as well.  

Information About Intellectual Property Rights No.6, January 1995 

www.ipcb.org 

Appendix II – Page 20



 
A R I Z O N A  T R A N S L A T I O N A L  R E S E A R C H  O N  C O M M U N I T Y - B A S E D  P A R T I C I P A T O R Y  R E S E A R C H  

N A T I V E  A M E R I C A N  H A N D B O O K  A P P E N D I C E S  

 

 

 

 

 

 
 

A P P E N D I X  

III 
 

I H S   



DIVISION OF HUMAN SUBJECT PROTECTIONS

OFFICE FOR PROTECTION FROM RESEARCH RISKS

NATIONAL INSTITUTES OF HEALTH

DEPARTMENT OF HEALTH AND HUMAN SERVICES

The INDIAN HEALTH SERVICE

MULTIPLE PROJECT ASSURANCE (MPA)

FOR COMPLIANCE WITH DHHS REGULATIONS

FOR THE PROTECTION OF HUMAN SUBJECTS

(45 CFR 46)

AS AMENDED

Appendix III – Page 1



i

GLOSSARY

Affiliate Institution - an institution which is legally separate from the signatory
institution(s) to an Assurance but has a formal affiliation with the
signatory institution(s) through an OPRR-approved Inter-Institutional
Amendment or Assurance

Assurance - a document negotiated with and approved by OPRR which assures
institutional compliance with 45 CFR 46

Component - any institution which is legally inseparable from the signatory
institution(s)

Cooperative Project
Assurance (CPA)

- an Assurance designed to accommodate CPRP multi-protocol, multi-
site research specifically recognized by OPRR

Cooperative Protocol
Research Programs
(CPRP)

- DHHS multi-site, multi-protocol clinical trials in differing subject
areas where data are pooled across institutions and which are
explicitly recognized by OPRR as suited for CPAs (e.g., cooperative
oncology trials of the National Cancer Institute)

Federal - departments and agencies of the Federal government that are a party
to the Federal Policy (see 56FR28003)

Federal Policy
(56FR28003)

- minimum Federal standards for the protection of human research
subjects, effective August 19, 1991 (see FR Volume 56, No. 117,
Tuesday, June 18, 1991), and contained in 45 CFR 46 as Subpart A
- also known as the Common Rule

45 CFR 46 (DHHS
Regulations)

- Title 45 of the Code of Federal Regulations, Part 46, which consists
of Subpart A (the Federal Policy for the Protection of Human
Subjects) and Subparts B, C, and D which apply to fetuses, pregnant
women and in-vitro fertilization of human ova; prisoners; and
children respectively

Inter-Institutional
Amendment (IIA)

- a limited form of assurance to comply with 45 CFR 46 which is
prepared by certain MPA affiliates (see Affiliate Institution).  IIAs
apply only when the affiliate regularly serves as a performance site
for research conducted by a signatory institution(s)

Multiple Project
Assurance (MPA)

- a DHHS Assurance which applies during fixed and renewable
periods to a broad spectrum of unrelated research activities 

Noninstitutional
Investigator Agreement
(NIA)

- an OPRR-authorized document entered into between a signatory
institution and a non-institutional affiliate investigator (e.g., private
practitioner) which assures compliance with 45 CFR 46 for a
specified activity (e.g., cooperative oncology group trials)
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Headquarters Division
of Medical Systems
Research &
Development
(DMSRD), and Area
Research & Publication
Committee (ARPC)

- the IHS offices whose functions include those of an "office of
research administration," that is:  providing a central focus for
researchers, IRB, and administrators in processing protocols;
arranging IRB reviews; keeping records; doing internal audits; and
reporting and communicating pertinent information about human
subject research--the Director, DMSRD providing research
administration for the Headquarters IHS, the ARPC Chair for its
Area

Performance Site - any location where human subjects are involved in research for
which an MPA, NIA, IIA, SPA, or CPA Assurance is required

Primary Signatory
Institution

- where applicable, the signatory institution of two or more which is
chosen to assume the function of the "office of research
administration" for all signatory institutions

Signatory Institution - an institution which OPRR finds eligible to enter into an Assurance
and which has signed the Assurance

Single Project Assurance
(SPA)

- an Assurance document which is submitted to OPRR, upon request,
for a specific DHHS research activity at a performance site where an
MPA, IIA, NIA or CPA does not apply
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The INDIAN HEALTH SERVICE

Multiple Project Assurance of Compliance with DHHS Regulations

 for Protection of Human Research Subjects

The Indian Health Service (IHS), hereby gives assurance, as specified below, that it will comply
with the Department of Health and Human Services (DHHS) regulations for the protection of
human research subjects, 45 CFR Part 46, as amended to include provisions of the Federal Policy
for the Protection of Human Subjects (56FR28003) as Subpart A, and as may be further amended
during the approval period for this Assurance.

PART 1 - PRINCIPLES, POLICIES, AND APPLICABILITY

I. Ethical Principles

A. The IHS is guided by the ethical principles regarding all research involving humans
as subjects, as set forth in the report of the National Commission for the Protection of
Human Subjects of Biomedical and Behavioral Research (entitled: Ethical Principles
and Guidelines for the Protection of Human Subjects of Research [the "Belmont
Report"]), regardless of whether the research is subject to Federal regulation or with
whom conducted or source of support (i.e., sponsorship).

B. All institutional and non-institutional performance sites for the IHS, domestic or
foreign, will be obligated by the IHS to conform to ethical principles which are at
least equivalent to those of the IHS, as cited in the previous paragraph or as may be
determined by the DHHS Secretary.

II. IHS Policy

A. All requirements of Title 45, Part 46, of the Code of Federal Regulations (45 CFR
46) will be met for all applicable DHHS-supported research, and all other human
subject research regardless of sponsorship, except as otherwise noted in this
Assurance.  Federal (all departments and agencies bound by the Federal Policy) funds
for which this Assurance applies may not be expended for research involving human
subjects unless the requirements of this Assurance have been satisfied.

B. Except for those categories specifically exempted or waived under 45 CFR 46 §
101(b)(1-6) or 101(i), all research covered by this Assurance will be reviewed and
approved by an Institutional Review Board (IRB) which has been established under a
Multiple Project Assurance (MPA) with the Office for Protection from Research
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Risks (OPRR) (see this MPA, Section 1.II.G).  The involvement of human subjects in
research covered by this Assurance will not be permitted until an appropriate IRB has
reviewed and approved the research protocol and informed consent has been obtained
from the subject or the subject's legal representative (see § 46.111, 46.116, and
46.117).

C. The IHS assures that before human subjects are involved in nonexempt research
covered by this Assurance, the IHS IRBs will give proper consideration to:

1. the risks to the subjects; and
2. the anticipated benefits to the subjects and others; and
3. the importance of the knowledge that may reasonably be expected to result; and
4. the informed consent process to be employed.

D. Certification of IRB review and approval for all Federally-sponsored research
involving human subjects will be submitted to the Division of Medical Systems
Research Development (DMSRD) or the Area Research and Publication Committee
(ARPC) for forwarding to the appropriate Federal department or agency.
Compliance will occur within the time and in the manner prescribed for forwarding
certifications of IRB review to DHHS or other Federal departments or agencies for
which this Assurance applies.  As required under § 46.119, the IRB will review and
recommend approval for involvement of human subjects in Federal research activities
for which there was no prior intent for such involvement, but will not permit such
involvement until certification of the IRB's review and approval is received by the
appropriate Federal department or agency.

E. Institutions that are not direct signatories to this Assurance are not authorized to cite
this Assurance.  The IHS will ensure that such other institutions and investigators not
bound by the provisions of this Assurance for DHHS-sponsored research will
satisfactorily assure compliance with 45 CFR 46, as required (see this MPA, Sections
2.I.D. and 2.II.N.), as a prior condition for involvement in human subject research
which is under the auspices of the IHS (see this MPA, Section 1.III.A.).  Institutions
that have entered into an Inter-Institutional Amendment (IIA) to this Assurance must
submit a Single Project Assurance (SPA) to OPRR of DHHS for DHHS-sponsored
research, on request, when that research is not conducted under the auspices of a
signatory institution to this Assurance.

F. The IHS will comply with the requirements set forth in § 46.114 regarding
cooperative research projects.  When research covered by this Assurance is
conducted at or in cooperation with another entity, all provisions of this Assurance
remain in effect for that research.  The IHS may accept, for the purpose of meeting
the IRB review requirements, the review by an IRB established under another DHHS
MPA.  Such acceptance must be (a) in writing, (b) approved and signed by Director
of DMSRD, and (c) approved and signed by correlative officials of each of the other
cooperating institutions.  A copy of the signed understanding will serve as an
addendum to this Assurance and will be forwarded to the OPRR of DHHS by the
DMSRD for approval.
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G. The IHS will exercise appropriate administrative overview to ensure that the IHS's
policies and procedures to protect the rights and welfare of human subjects are being
effectively applied in compliance with this Assurance.

III. Applicability

A. This Assurance applies to all research involving human subjects, and all other
activities which even in part involve such research, regardless of sponsorship, if one
or more of the following apply:

1. the research is sponsored by the IHS; or
2. the research is conducted by or under the direction or co-direction of any

employee or agent of the IHS in connection with his or her institutional
responsibilities; or

3. the research uses any property or facility of the IHS; or
4. the research involves the use of the IHS's non-public information to identify or

contact human research subjects or prospective subjects.

B. All human subject research which is exempt from IRB review under § 46.101(b)(1-6)
or 46.101(i) will be conducted in accordance with:

1. the Belmont Report; and
2. the IHS's administrative procedures to ensure valid claims of exemption; and
3. orderly accounting for such activities.

C. Components of the IHS are bound by the provisions of this Assurance.  Those
components which can be expected to participate in human subject research sponsored
by DHHS or other Federal departments or agencies for which this Assurance will
apply are identified in Appendix A.  Appendix A will be revised as changes occur
and revisions forwarded to OPRR.

D. This Assurance must be accepted by other Federal departments or agencies that are
bound by the Federal Policy for the Protection of Human Subjects when appropriate
for the research in question and therefore applies to all human subject research so
sponsored.  Research that is neither conducted nor supported by a Federal department
or agency but is subject to regulation as defined in § 46.102(e) must be reviewed and
approved, in compliance with §s 46.101, 46.102, and 46.107 through 46.117.
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PART 2 - RESPONSIBILITIES

I. The IHS

A. The IHS acknowledges that it bears full responsibility for the performance of all
research involving human subjects covered by this Assurance, including complying
with Federal, state, Tribal, or local laws as they may relate to such research.

B. The IHS will require appropriate additional safeguards in research that involves:

1. fetuses, pregnant women, or human ova in vitro fertilization (see 45 CFR 46
Subpart B); or

2. prisoners (see 45 CFR 46 Subpart C); or
3. children (see 45 CFR 46 Subpart D); or
4. cognitively impaired subjects; or
5. other groups requiring special attention, e.g., subjects of genetic research,

subjects of research involving radiation, third parties at risk by the research, or
potentially vulnerable people.

C. The IHS, including all its named components (see this MPA, Appendix A),
acknowledges and accepts its responsibilities for protecting the rights and welfare of
human subjects of research covered by this Assurance.

D. The IHS is responsible for acquiring appropriate Assurances or Amendments, when
requested, and certifications of IRB review and approval for federally sponsored
research from all its standing affiliates (see this MPA, Appendix B) and Assurances
or Agreements for all others, domestic or foreign, which may otherwise become
affiliated on a limited basis in such research.

E. The IHS is responsible for ensuring that no affiliates cooperating in the conduct of
federally sponsored research for which this Assurance applies do so without an
appropriate assurance of compliance and satisfaction of IRB certification
requirements.

F. In accordance with the compositional requirements of § 46.107, the IHS has
established the IHS IRBs for the IHS components listed in Appendix A and the
membership rosters in Appendix C.  Certain research supported by the U.S.
Department of Education will be reviewed in accordance with the requirements of
Title 34 CFR Parts 350 and 356 which require that the appropriate IHS IRBs include
one person who is primarily concerned with the welfare of handicapped children or
mentally disabled persons.

G. The IHS will provide both meeting space and sufficient staff to support the IRB's
review and recordkeeping duties.
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H. The IHS recognizes that involvement in research activities of any OPRR-recognized
Cooperative Protocol Research Programs will involve additional reporting and
recordkeeping requirements related to human subject protections.

I. The IHS is responsible for ensuring that it and all its affiliates comply fully with all
applicable Federal, state, and Tribal policies and guidelines, including those
concerning notification of seropositivity, counseling, and safeguarding confidentiality
where research activities directly or indirectly involve the study of human
immunodeficiency virus (HIV) and all other high risk research.

II. Division of Medical Systems Research and Development (DMSRD), and Area
Research and Publication Committees (ARPCs)

A. The jurisdiction of the DMSRD partially overlaps or duplicates the jurisdiction of the
ARPCs.

1. The Chair of the ARPC is the Chair of the Area IRB.  The Chair does those
"office of research administration" functions for research proposals for which
the Area IRB has jurisdiction.  That jurisdiction includes being the IRB of
record for research involving the Area IHS.

2. The Director of DMSRD is the Chair for the Headquarters IRB.  The DMSRD
Director does those "office of research administration" functions for research
proposals for which IHS has jurisdiction.

3. With the concurrence of both the Director of DMSRD and the Area IRB, and
documented as a change to this MPA with OPRR approval, the Area IRB may
have jurisdiction to review research protocols without a second review by the
Headquarters IHS IRB, for all protocols that:

a. are not possibly greater than minimal risk; and
b. do not involve special groups (see this MPA, Section 2.I.B); and
c. are not covered by the FDA regulations (21 CFR Parts 50 and 56).

(The Area IRBs with jurisdiction to review research protocols without a second
review by the Headquarters IRB are noted in Appendix A.)

4. The Headquarters IRB has jurisdiction to do a second IHS IRB review, both
for all protocols reviewed by Area IRBs that do not have jurisdiction to review
some protocols without that second review, and for all protocols that:

a. are possibly greater than minimal risk; or
b. involve special groups (see this MPA, Section 2.I.B), or
c. are covered by FDA regulations (21 CFR Parts 50 and 56.
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B. The DMSRD and ARPCs will receive from investigators all research protocols which
involve human subjects, keep investigators informed of decisions and administrative
processing, and return all disapproved protocols to them.

C. The DMSRD is responsible for reviewing for the Headquarters IHS IRB, and the
ARPCs are responsible for reviewing for the Area IHS IRBs, the preliminary
determinations of exemption by supervisors and for making the final determination
based on § 46.101(b)(1-6) or 46.101(i).  Notice of concurrence for all exempt
research will be promptly conveyed in writing to the investigator.  All nonexempt
research will be forwarded to the appropriate IHS IRB(s).

D. The DMSRD and ARPCs will make the preliminary determination of eligibility for
expedited review procedures (see § 46.110) for their respective IHS IRBs, following
the list of eligible research activities in 46FR8392.  Expedited review of research
activities will not be permitted where full board review is required.

E. The Headquarters IRB has final responsibility to determine if an activity, thought not
to be research by an Area IRB or by an ARPC for its Area IRB, is research for
purposes of the regulations 45 CFR 46.  The Headquarters IRB also has final
responsibility to determine if research:

1. that had been considered exempt, is not exempt from IRB review based on §
46.101(b)(1-6) or 46.101(i); or

2. that had been considered eligible for review by only Area IRB(s), is possibly
greater than minimal risk or involves a special group (see this MPA, Section
2.I.B.) or is covered by FDA regulations (21 CFR Parts 50 and 56); or

3. that had been considered eligible for expedited review, is not eligible (see §
46.110) following the list of eligible research activities in 46FR8392.

The Headquarters IRB will promptly send notice of its nonconcurrence with an Area
IRB's or ARPC's determination, in writing to that entity.

F. By delegation from the Director of the IHS, the Director of DMSRD will review all
research (whether exempt or not) and decide whether the IHS will permit the
research.  If approved by the IRB, but not permitted by the IHS, the Director of
DMSRD will promptly convey notice to the investigator and the IHS IRB(s).  Neither
the Director of DMSRD nor any other office of the IHS may approve a research
activity that has been disapproved by the appropriate IRB.

G. The administration for the IRB of record, i.e., DMSRD or ARPC, will forward
certification of IRB approval of proposed research to the appropriate Federal, state,
or Tribal department or agency only after all IRB-required modifications have been
incorporated to the satisfaction of the IHS IRB(s).  If the Area IRB has the
jurisdiction to review the proposed research without duplicate review by the
Headquarters IRB (see this MPA, Section 2.II.A.3.), that ARPC will also forward a
copy of the certification of IRB approval to the DMSRD for its records.
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H. The DMSRD and ARPCs will designate procedures for the retention of signed
consent documents for at least three years past completion of the research activity.

I. The DMSRD and ARPCs will ensure both:

1. that all human subject research which is exempt under § 46.101(b)(1-6) or
46.101(i) does not pose greater than minimal risk to human subjects; and

2. that all such research will be conducted in accordance with (a) the Belmont
Report, and (b) the IHS's administrative procedures to ensure valid claims of
exemption, and (c) orderly accounting for such activities (see this MPA,
Section 1.III.B.).

J. The DMSRD and ARPCs will maintain and arrange access for inspection of IRB
records as provided for in § 46.115.

K. The DMSRD and ARPCs are responsible for ensuring constructive communication
among the research administrators, division and program heads, research
investigators, clinical care staff, human subjects, Area and Service Unit Directors,
Tribal officials, and other relevant officials to maintain a high level of awareness
regarding the safeguarding of the rights and welfare of the subjects.

L. The DMSRD and ARPCs will arrange for and document in its records that each
individual who conducts or reviews human subject research has first been provided
with a copy of this Assurance, as well as with ready access to copies of 45 CFR 46,
regulations of other Federal departments or agencies as may apply, the Belmont
Report, and all other pertinent Federal, state, and Tribal policies and guidelines
related to the involvement of human subjects in research.

M. The DMSRD will report promptly to the appropriate IHS IRBs, appropriate IHS
officials, OPRR, and any other sponsoring or reviewing Federal, state, or Tribal
department or agency head:

1. any injuries to human subjects or other unanticipated problems involving risks
to subjects or others; and

2. any serious or continuing noncompliance with 45 CFR 46, other applicable
Federal, state, or Tribal regulations, or requirements of the IRB; and

3. any suspension or termination of IRB approval for research.

N. The DMSRD will ensure:

1. solicitation, receipt, and management of all assurances of compliance (whatever
the appropriate format), and certifications of IRB review (where appropriate)
for all affiliates to the IHS (including those listed in Appendix B); and

2. subsequent submission of these documents to the proper authorities as a
condition for involvement in human subject research activities sponsored by
DHHS, or sponsored or reviewed by any other Federal, state, or Tribal
department or agency for which this Assurance applies.

Appendix III – Page 11



8

O. The DMSRD will ensure that all affiliated performance sites, that are not otherwise
required to submit assurances of compliance with 45 CFR 46 and other applicable
Federal, state, or Tribal regulations for the protection of research subjects, at least
document mechanisms to implement the equivalent of ethical principles to which the
IHS is committed (see this MPA, Section 1.I.).

P. When an IHS IRB accepts responsibility for review of research which is subject to
this Assurance and conducted by any independent investigator who is not otherwise
subject to the provisions of this or other Assurance, the DMSRD will obtain and
retain an Noninstitutional Investigator Agreement (NIA) to document the
investigator's commitment to abide:

1. by the same requirements for the protection of human research subjects as does
the IHS; and

2. by the determinations of the appropriate IHS and non-IHS IRBs.

Q. The DMSRD assumes responsibility for ensuring conformance with special reporting
requirements for any OPRR-recognized Cooperative Protocol Research Programs in
which the IHS participates.

R. The DMSRD will ensure compliance with the requirements set forth in this
Assurance and § 46.114 regarding cooperative research projects.  In particular, when
an IHS IRB relies on another institution with a DHHS MPA, the DMSRD will
ensure that documentation of this reliance will be (a) in writing, (b) approved and
signed by the Director of DMSRD, (c) approved and signed by the correlative
officials of each of the other cooperating institutions, and (d) retained by the DMSRD
for at least three years past completion of the related research project.  Where an
agreement between MPA IRBs is planned, the DMSRD will forward a copy of the
required signed understanding to OPRR for inclusion in this Assurance as an
addendum.

S. The DMSRD will be responsible for procedural and recordkeeping audits not less
than once every year for the purpose of detecting, correcting, and reporting (as
required) administrative and/or material breaches in uniformly protecting the rights
and welfare of human subjects as required at least by 45 CFR 46 and as may
otherwise be additionally required by the IHS.  These audits will cover all IHS IRBs,
reviews by other institutions with a DHHS MPA upon which the IHS IRBs relied,
and Inter-Institutional Amendments and Cooperative Project Assurances.

III. IHS Institutional Review Boards (IRBs)

A. All IHS IRBs will review, and have the authority to approve, require modification in,
or disapprove all research activities within their jurisdiction (see this MPA, Section
2.II.A.), including proposed changes in previously approved human subject research.
For approved research, all IRBs will determine which activities require continuing
review more frequently than every twelve months or need verification that no changes
have occurred if there was a previous IRB review and approval.
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B. IRB decisions and requirements for modifications will be promptly conveyed to
investigators and the DMSRD, in writing.  Written notification of decisions to
disapprove will be accompanied by reasons for the decision with provision of an
opportunity for reply by the investigator, in person or in writing.  The investigator
may formally appeal an IRB decision only to the IRB(s) with jurisdiction.

C. In compliance with 45 CFR 46 and provisions of this Assurance, all IHS IRBs will
do initial and continuing convened IRB reviews and approvals for each project, unless
the DMSRD or ARPCs properly find the project either (a) to be exempt under §s
46.101(b) and 46.101(i), or (b) to be eligible for expedited review (see § 46.110),
following the list of eligible research activities in 46FR8392.  Continuing reviews will
be done by the IHS IRB(s) of record, and will be preceded by IRB receipt of
appropriate progress reports from the investigator, including available study-wide
findings.  Continuing reviews of projects that were properly approved by expedited
review may be done by expedited review; continuing reviews of projects that were
approved by a full IRB review must be by a full convened IRB.

D. All IHS IRBs will observe the quorum requirements of § 46.108(b).  In no case will
the quorum for an IHS IRB be less than five.  At least one American Indian or
Alaska Native IRB member whose concerns are primarily in nonscientific areas, and
at least one IRB member whose concerns are primarily in scientific areas, must be
present both to start every convened IRB meeting, and during the discussion and
decision for each protocol.

1. No IRB may have a member participating in the IRB's initial or continuing
review of any project in which the member has a conflicting interest, except to
provide information requested by the IRB.

2. All IHS IRBs must have effective knowledge of subject populations,
institutional constraints, differing legal requirements, and other factors which
can foreseeably contribute to a determination of risks and benefits to subjects
and subjects' informed consent and can properly judge the adequacy of
information to be presented to subjects in accordance with requirements of §s
46.103(d), 46.107(a), 46.111, and 46.116.

E. All IHS IRBs will determine, in accordance with the criteria found at § 46.111 and
Federal, state, or Tribal policies and guidelines for involvement of human subjects in
HIV and all other high-risk research, that protections for human research subjects are
adequate.

F. All IHS IRBs will ensure that legally effective informed consent will be obtained and
documented in a manner that meets the requirements of § 46.116 and 46.117.  The
IRB will have the authority to observe or have a third party observe the consent
process.

G. All IHS IRBs will be sufficiently qualified through the experience and expertise of its
members, and the diversity of the members' backgrounds including consideration of
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the ethnic and cultural backgrounds of members and sensitivity to issues such as
community attitudes and Tribal sovereignty, to promote respect for their advice and
counsel in safeguarding the rights and welfare of human subjects, especially among
American Indian and Alaska Native peoples and communities.

1. All IHS IRBs will include:

a. both male and female members; and
b. members representing a variety of professions; and
c. at least two members whose primary expertise is in a nonscientific area;

and
d. at least one member who is not otherwise affiliated with the IHS.

2. Because IHS policy is to promote the self-determination by and cultural
integrity of American Indian and Alaska Native communities (P.L. 94-437), all
IHS IRBs will include two American Indian or Alaska Native members whose
concerns are primarily in nonscientific areas.

3. Where appropriate, all IHS IRBs will determine that adequate additional
protections are ensured for fetuses and pregnant women, prisoners, and
children, as required by Subparts B, C, and D of 45 CFR 46.  The DMSRD
will notify OPRR promptly when membership of any IHS IRB is modified to
satisfy requirements of § 46.304 and when any IHS IRB fulfills its duties under
§ 46.305(c).

H. Scheduled meetings of all IHS IRBs for review of each research activity will occur
not less than every 12 months and may be more frequent, if required by the IRB on
the basis of degree of risk to subjects.  All IRBs may be called into an interim review
session by the Chair at the request of any IRB member, Tribal official, or IHS official
to consider any matter concerned with the rights and welfare of any subject.

I. All IHS IRBs will prepare and maintain adequate documentation of its activities in
accordance with § 46.115 and in conformance with requirements of the DMSRD.

J. All IHS IRBs will forward to the DMSRD any significant or material finding or
action, at least to include the following:

1. any injuries to human subjects, or any other unanticipated problems involving
risks to human subjects or to other people; and

2. any serious or continuing noncompliance with 45 CFR 46, other applicable
Federal, state, or Tribal regulations, or requirements of the IRB; and

3. any suspension or termination of IRB approval.

K. In accordance with § 46.113, all IHS IRBs will have the authority to suspend or
terminate previously approved research that is not being conducted in accordance
with the IRB's requirements or that has been associated with unexpected serious harm
to subjects.
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L. All IHS IRBs will ensure effective input (consultants or voting or nonvoting
members) for all initial and continuing reviews conducted on behalf of performance
sites where there will be human research subjects.  IRB minutes will document
attendance of those other than regular voting members.  The IRB membership rosters
in Appendix C include people who are identified as knowledgeable about any affiliate
institution that has entered into an Inter-Institutional Amendment or other Assurance
in which a non-IHS IRB relies on one or more IHS IRBs.

M. When two or more IHS IRBs review the same proposal, the conditions required by
one sometimes may differ from those by the other.

1. When two or more Area IRBs each are the IRB of record for a proposed
research because it will be done in those Areas, if the IRBs require different
conditions, each set of conditions applies to the research done in its Area.

2. When duplicate reviews are done by both the Headquarters and Area IRBs, if
the two reviews require different conditions, the conditions are additive (i.e.,
the total conditions are those by one IRB plus those by the other.)

3. When duplicate reviews are done by both the Headquarters and Area IRBs, if
the two reviews each require a condition addressing a similar topic, the
condition that is more stringent in protecting the interests of the subject
supersedes the similar but less stringent condition.

4. When different IHS IRBs require mutually contradictory conditions, the IRBs
will resolve the contradiction between them by negotiation.

N. All IHS IRBs will act with reasonable dispatch, upon request, to provide full board
review of protocols of OPRR-recognized Cooperative Protocol Research Programs
(CPRP).  The IRB will not employ expedited review procedures for CPRP protocols
when they are to be entered into for the purpose of research.  Although emergency
medical care based on such protocols is permitted without prior IRB approval,
patients receiving emergency care under these conditions will not be counted as
research subjects and resultant data will not be used for research purposes.

O. Certifications of IRB review and approval will be forwarded:

1. to the appropriate Federal, state, or IRB department or agency for research
sponsored or reviewed by such departments or agencies; and

2. to the Director of DMSRD.

IV. IHS Area Directors, and Associate Director of Headquarters West

A. Area Directors, through appropriate procedures established within their respective
Areas, are responsible to ensure review of research protocols involving IHS Area
personnel or resources for ethical considerations, scientific merit, and concordance
with the commitment by the U.S. Government and IHS to the self-determination by
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and cultural integrity of American Indian and Alaska Native communities (P.L. 94-
437).

B. Each IHS Area will have at least one IRB to review all human subject research.
There are 12 Area IRBs.  The membership of each Area IRB is appointed by the
respective Area Director.  The membership of the Headquarters IHS IRB is
appointed by the Deputy Director of Headquarters Operations-West.

V. IHS Program Directors

A. With the concurrence of the Director of DMSRD, Directors of IHS Programs (e.g.,
Cancer, Diabetes, Mental Health) who have received sufficient IHS training about
IRBs and protection of human subjects and communities may be authorized to review
protocols and activities to make the preliminary determination if the activity is
research, and if so, is the research exempt from IRB review based on § 46.101(b)(1-
6) or 46.101(i).

B. Each authorized IHS Program Director will receive all protocols of research or of
activity that may be research involving that program that have not been sent to the
Area or Headquarters IHS IRB(s).  The Program Director is responsible for the
preliminary determination of non-research or exemption based on § 46.101(b)(1-6) or
46.101(i).  Notice of concurrence for all non-research activity or exempt research
will be promptly sent in writing to the initiator, with a copy to DMSRD and to the
appropriate ARPC(s).  All nonexempt research will be sent to the appropriate IHS
(Area or Headquarters) IRB(s) for review.

VI. Research Investigators

A. Research investigators acknowledge and accept their responsibility for protecting the
rights and welfare of human research subjects and for complying with all applicable
provisions of this Assurance.

B. Research investigators who intend to involve human research subjects, and anyone
who intends to do an activity that is possibly research, will not make the final
determination that the activity is not research and, if it research, that it is exempt from
45 CFR 46, other applicable Federal, state, or Tribal regulations, or certain
provisions of this Assurance.  The IHS IRBs make that determination (see this MPA,
Sections 2.II.A-D.); the Headquarters IRB has final authority to make those
determinations (see this MPA, Section 2.II.E.).

C. Research investigators are responsible for providing a copy of the IRB-approved and
signed informed consent document to each subject at the time of consent, unless the
IRB has specifically waived this requirement.  All signed consent documents are to be
retained in a manner approved by the DMSRD or ARPC(s).

D. Research investigators will promptly report proposed changes in previously approved
human subject research activities to the IRB.  The proposed changes will not be
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initiated without IRB review and approval, except where necessary to eliminate
apparent immediate hazards to the subjects.

E. Research investigators are responsible for reporting progress of approved research to
the DMSRD or ARPC(s), as often as and in the manner prescribed by the approving
IRB(s) on the basis of risks to subjects, but no less than once per year.

F. Research investigators will promptly report to the IRB any injuries or other
unanticipated problems involving risks to subjects and others.

G. No research investigator who is obligated by the provisions of this Assurance, any
associated Inter-Institutional Amendment, or Noninstitutional Investigator Agreement
will seek to obtain research credit for, or use data from, patient interventions that
constitute the provision of emergency medical care without prior IRB approval.  A
physician may provide emergency medical care to a patient without prior IRB review
and approval, to the extent permitted by law [see § 46.116(f)].  However, such
activities will not be counted as research nor the data used in support of research.

H. Research investigators will advise all appropriate IHS and non-IHS IRB(s), DMSRD
or ARPC(s), and the appropriate officials of other institutions (such as hospitals) of
the intent to admit to those other institutions any human subjects who are involved in
research protocols for which this Assurance or any related Inter-Institutional
Amendment or Noninstitutional Investigator Agreement applies.  When such
admission is planned or a frequent occurrence, those institutions must possess an
applicable OPRR-approved Assurance prior to involvement of such persons as human
subjects in those research protocols.

VII. Affiliated Institutions and Investigators

A. Each affiliate to the IHS that is involved in DHHS-sponsored research activities must
provide to the DMSRD an appropriate written assurance of compliance with the
Belmont Report and 45 CFR 46 (or equivalent protections if a foreign site).

B. Each affiliate institution must respond to a request by the DMSRD for an Inter-
Institutional Amendment or for a Single Project Assurance (standard or modified),
when and as appropriate, whichever is most suited to the circumstances.

C. Each non-institutional affiliate (e.g., a private practice physician not otherwise an
employee of the IHS or who otherwise would not ordinarily be bound by the
provisions of this Assurance) who is involved in human subject research of the IHS
must respond to a request by the DMSRD for an Noninstitutional Investigator
Agreement when required.

D. Performance sites that are not legally inseparable components of the IHS (whether an
institutional or non-institutional affiliate) are not authorized to cite this Assurance.

Appendix III – Page 17



14

PART 3 - SIGNATURES

I. IHS Endorsements

The officials signing below assure that any research activity conducted, supported, or
otherwise subject to DHHS or other Federal departments or agencies that are authorized to
rely on this Assurance (Parts 1, 2, 3 and Appendices) or any other sources provided for in
this Assurance, will be reviewed and approved by the appropriate IHS IRBs in accordance
with the requirements of all applicable Subparts of Part 46, Title 45 of the Code of Federal
Regulations, with this Assurance, and the stipulations of the IHS IRBs.

A. Primary Signatory Institution

1. AUTHORIZED INSTITUTIONAL OFFICIAL

Signature:   Date:                  
Name: Michael H. Trujillo, MD, MPH
Title: Director
Institution: Indian Health Service
Address: 5600 Fishers Lane

Parklawn Building, Room 6-05
Rockville, MD  20857

Phone: (301) 443-1083

2. PRIMARY CONTACT

Signature:   Date:                  
Name: William L. Freeman, MD, MPH
Title: Director
Institution: DMSRD, Indian Health Service
Address: 5300 Homestead Road NE

Albuquerque, NM  87110-1293
Phone: (505) 837-4141

B. Other Signatory Institutions

[none]
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FOR DHHS USE ONLY

II. Office for Protection from Research Risks (DHHS) Approval

A. DHHS RECOMMENDING OFFICIAL

Signature:   Date:                  
Name: Katherine Duncan, M.D.
Title: Adjunct Medical Officer
Address: Division of Human Subject Protections

Office for Protection from Research Risks (OPRR)
6100 Executive Boulevard

Suite 3B10, MSC 7507
Rockville, MD  20892-7507

Phone: (301) 496-7005

EFFECTIVE DATE OF ASSURANCE:                         

EXPIRATION DATE OF ASSURANCE:                         

B. DHHS APPROVING OFFICIAL

Signature:   Date:                  
Name: Clifford C. Scharke, D.M.D., M.P.H.
Title: Chief, Assurance Branch
Address: Division of Human Subject Protections

Office for Protection from Research Risks (OPRR)
6100 Executive Boulevard

Suite 3B10, MSC 7507
Rockville, MD  20892-7507

Phone: (301) 496-7005
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Page 1 of 8  --  10/01/99

IHS  Institutional  Review  Board  (IRB)  Checklist

P.I.:                                              Institution:                                                   

Title:                                                                                                                      

Primary Reviewer:                                             Date:        /     /     

4  Basic  Steps  of  IRB  Review:

1.  Understand the protocol:  science & methods, and medico-psycho-socio-cultural impacts.

2.  Minimize potential risks:  biological, medical, psychological, social, and cultural harms.

3.  Maximize potential benefits:  to the individual, and to the society [research knowledge].

4.  Ensure that the consent process fully informs potential research participants.

Summary of findings and recommendations  [fill out after completing review]:

No    n/a    Yes
 1. Does the proposal involve special concerns? __    ___    ___
 2. Should the proposal be exempt from IRB review? __    ___    ___
 3. Is the proposal eligible for expedited review? __    ___    ___
 4. Should the IRB waive informed consent or some required elements? __    ___    ___
 5. Should the IRB waive requirements to document informed consent? __    ___    ___

Yes    n/a    No
 6. Are procedures adequate for confidentiality, anonymity, security, privacy? ___    ___    __
 7. Are all necessary elements of informed consent included? ___    ___    __
 8. Are procedures adequate to inform and negotiate consent? ___    ___    __
 9. Are procedures adequate to administer informed consent? ___    ___    __
10. If the research is > minimal risk, does scientific merit outweigh risk,

and are benefits maximized & risks minimized? ___    ___    __

No    n/a    Yes
11. Does the research involve children and > minimal risk? ___    ___    __

Yes    n/a    No
12. Does the research meet requirements and recommendations for trials? ___    ___    __
13. Are all appropriate documents from other IRB(s) included? ___    ___    __
14. Will the researchers comply with Privacy Act? ___    ___    __
15. Will the researchers comply with IHS and tribal procedures? ___    ___    __

No    n/a    Yes
16. Additional IRB Decisions:

A. Should the IRB receive reports from and review this project at
intervals shorter than annually? __    ___    ___

B. Should the IRB validate reports of compliance from sources
additional to the principal investigator [PI]? __    ___    ___
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IHS  IRB  Checklist

Page 2 of 8  --  10/01/99

1. Does the proposal involve special concerns? Present
A. Vulnerable potential research volunteers with special protections:

1)  Children   [Read Subpart D if research is greater than minimal risk] ____
Both assent of child and permission of parents required. Exemptions
from IRB review apply except for observational research (if researcher is
a participant), surveys, or interviews.  Research with more than minimal
risk but no direct benefit to the child is restricted.

2)  Fetuses (and pregnant women)  [Read Subpart B!] ____
(Pregnant women are not vulnerable.)  Research is severely restricted.
The IRB must assure appropriate process to select, inform, and obtain
consent of volunteers; the father's consent is usually required.

3)  Prisoners  [Read Subpart C!, & 28 CFR 512 for Fed. Bureau of Prisons] ____
Research severely restricted; OPRR must review if > minimal risk; IRB
must have a prisoner or prisoner-representative.

4)  People with mental impairment  [no special regulations] ____
Because informed consent is problematic and the people vulnerable even
if ambulatory, this type of research should be limited.

B. Influence or possible coercion that unduly entices consent (e.g., excessive
compensation, unequal relationship [provider-patient, employer-employee]). ____

C. Sensitive information--e.g., child abuse; violence; some infectious diseases;
drug abuse; condition could affect insurability, compensation, or litigation. ____

Research records are not medical records, and can be subpoenaed; they
can be protected by a Certificate of Confidentiality.

D. Screening or diagnosis of diseases with significant potential for loss of
insurance or other services, stigmatization, or self-stigmatization. ____

Screen for, e.g., carrier of an incurable genetic disease, HIV.

E. The research presents more than "minimal risks." ____
"Risk" means both the magnitude of harms, and the probability of
incurring them.  "Minimal" risks means risks a person ordinarily
encounters in daily life and in routine medical, dental, or psychological
exams.  For research with more than  minimal risk, the IRB should
ensure that the research's benefits are maximized and risks minimized,
and compare its scientific merit with its risk.

F. Genetic research, and research using blood and other body tissues. ____
Risks of genetic research include stigmatization, self-stigmatization,
family or community disruption, loss of insurance, discovered
misattributed paternity, etc.  The protocol must [1] omit identifiers, or [a]
inform volunteers of all risks and [b] discard the blood/tissue without
testing beyond the protocol;  and  [2] either not grow perpetual cell lines
or report that prospect in consent.

G. Deception:  major (e.g., mislead volunteers about their health status, the
researchers, or research purpose); minor (e.g., incompletely disclose some
purpose of the study to avoid biasing the results). ____

H. Radiation:  may require approval by a Radiation Safety Committee; not
permitted in studies of healthy children with no benefit to them. ____

Yes    n/a    No

Does the project address all special concerns adequately? ___    ___    __

If "No," explain. ___________________________________________

__________________________________________________________.
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IHS  IRB  Checklist

Page 3 of 8  --  10/01/99

2. Should the proposal be exempt from IRB review?  [45 CFR 46.101(b)] Present
Research subjects/volunteers are involved in only one or more of the following methods.

[.101(b)(4)] A. Use only existing data, documents, records, or specimens properly obtained: ____
   and either
1) "the information is recorded by the investigator [so that] subjects cannot be

identified" in the research data directly or statistically, and no-one can trace
back from research data to identify a subject; (__)

   or
2) the sources are publicly available. (__)

[.101(b)(5)] B. Research or demonstration service/care programs, e.g., health care delivery: ____
   and
1) the research/demonstration is directly conducted or approved by the

head of a US Govt. department or agency, e.g., Director of the IHS; (__)
   and
2) it concerns only issues under usual administrative control (48 Fed Reg

9268-9), e.g., regulations, eligibility, services, or delivery systems; (__)
   and
3) its evaluation methods (if any) also are exempt from IRB review. (__)

[.101(b)(2)] C. For research not involving vulnerable subjects [prisoner, pregnancy, children,
fetus, or mentally impaired], observe public behavior (including participatory
observation), or do interviews or surveys or educational tests: ____
   and either
1) the subjects cannot be identified, directly or statistically; (__)
   or
2) the responses/observations could not harm the subjects if made public; (__)
   or

[.101(b)(3)] 3) federal statute(s) completely protect all subjects' confidentiality; (__)
   or
4) all respondents are elected, appointed, or candidates for public officials. (__)

[.101(b)(1)] D. In educational settings, research or evaluate normal educational practices. ____

[.101(b)(6)] E. For research not involving vulnerable volunteers [see "C." above], do food
research to evaluate quality, taste, or consumer acceptance:  and either
1) the food has no additives; (__)
   or
2) the food is certified safe by the USDA, FDA, or EPA. (__)

Yes    n/a    No

   If not exempt now, can the protocol be made exempt by minor changes? ___    ___    __
(If so, consider asking the PI to make those changes.)

   For the IRB not to review it, the research must also meet 3 criteria:
A) If potentially exempt because subjects cannot be identified, the research

indeed protects anonymity [see section "6." below]; ___    ___    __
   and
B) If volunteers give information about others, inadvertent disclosure

presents no more than minimal risk to those others. ___    ___    __
   and
C) If a survey, interview, ed. test, or food research is done in an IHS

facility, the information sheet has the IHS disclaimer [section 8.S.]. ___    ___    __
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IHS  IRB  Checklist

Page 4 of 8  --  10/01/99

3. Is the proposal eligible for expedited review, not by the full IRB?  [46.110] Present

Expedited review (by the Chair and 1 IRB member) if the protocol is, or includes, only:

   either
(per FDA) A. emergency use of an IND therapy for non-research care to a patient; ____

   or
B. minor changes in previously approved research within the approved period; ____

   or
C. research both is not greater than minimal risk and involves only: ____

  - continuing review, and (__)
either research found by full IRB to be not greater than minimal risk __ 
or enrollment finished & all interventions completed & only long-term f/u __ 
or no subjects have been enrolled & no new risks found, or only data analysis __ 

  - existing data, documents, records, specimens originally for nonresearch purposes (__)
If from IHS records or specimens, Privacy Act may apply; see #14, last page.

  - non-exempt research on individual/group behavior or characteristics by surveys,
interviews, focus groups, oral histories, program evaluations, human factors
evaluation, or studies of quality assurance methods (__)

  - collect data of adult/child by noninvasive clinical procedure, e.g., weight, hearing (__)

  - collect data by clinical non-radiating devices (MRI, EKG, EEG, ultrasound, infrared,
echocardiogram, thermogram, doppler blood flow, measure natural radiation) (__)

  - moderate testing of/by exercise, muscle strength, flexibility, or body composition (__)

  - research on drugs or devices not needing IND drug or IDE device application (__)

  - venipuncture/fingerstick blood <=2x/wk:  healthy non-pregnant adult >109 lbs
(<=550ml / 8 wks);  healthy adult <110 lbs or child (<= 3 ml/kg or 50ml) (__)

  - noninvasively collect hair, nail clippings, deciduous or permanent teeth, gingival
dental plaque/calculus, sweat, saliva, amniotic fluid, sputum, placenta [cultural
issues?], skin/mucosal/buccal cells  (See detailed list for acceptable methods.) (__)

  - collect data from voice, video, digital, or image recordings made for research (__)

Yes    n/a    No

   If not expeditable now, can it be made expeditable by minor changes? ___    ___    __
(If so, consider asking the PI to make those changes.)

NOTE:  'expedited' protocols must meet all IRB requirements, i.e., checklist must be filled out.
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IHS  IRB  Checklist

Page 5 of 8  --  10/01/99

4. Should the IRB waive the requirement to obtain informed consent, or
waive some or all elements of informed consent?  [46.116(c) or (d)] Present

A. Does this project qualify for possible waiver of requirements to obtain, or to
include all essential elements of, informed consent? ____

    - The research could not feasibly be carried out without the waiver: (__)
   and either

[.116(c)] 1) it is a research or demonstration project (__)
    that
(a) is directed or approved by state, local, or tribal governments, (__)
    and
(b) concerns only administrative/regulatory issues in service programs; (__)

   or
[.116(d)] 2) it is research (e.g., an activity for which consent usually not obtained, or

involves deception of the research volunteer, etc.)
    that
(a) involves no more than minimal risk, (__)
    and
(b) will give volunteers pertinent information at the end if appropriate; (__)
    and
(c) the waiver will not adversely affect volunteers' rights or welfare. (__)

If IHS records/specimens are obtained, Privacy Act may apply; see #14, last page.

B. If waiver of some or all informed consent elements is permitted, Yes    No
should the IRB still require the project to obtain full informed consent? ___    __

5. Should the IRB waive requirements to document informed consent? [46.117(c)] Present

A. Is either characteristic present in this project that permit waiver of the
requirement of documenting informed consent? ____
   either

[.117(c)(1)] 1) The existence of signed informed consent forms itself would place the
research volunteer at major risk (e.g., potential loss of confidentiality or
anonymity of people interviewed about extremely sensitive behavior). (__)

   or
[.117(c)(2)] 2) The research (__)

   both
(a) presents only minimal risk, (__)
   and
(b) involves no procedures which normally require written consent. (__)

B. If a waiver of documenting informed consent is possible, Yes    No
   should the project still  either
1) document fully informed consent? ___    __
   or

[.117(c)] 2) offer each volunteer a written fact sheet? ___    __

6. Are confidentiality, anonymity, security, and privacy maintained? Yes    n/a    No

A. Are all computer & non-computer data be held in a secure manner? ___    ___    __

B. If sensitive identifiable data, is there a Certificate of Confidentiality? ___    ___    __

C. Do the procedures protect against the risks sufficiently? ___    ___    __
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7. Are all necessary elements of informed consent included?

  @  Items required by regulation [45 CFR 46.116(a)] Yes    n/a    No

@ [(a)(1)] A. A clear statement that the study is "research" ___    ___    __

@ [(a)(1)] B. All the research purposes [i.e., protocol's objectives] clearly stated ___    ___    __

    [(b)(6)] C. How, why, & how many prospective volunteers are selected ___    ___    __

@ [(a)(1)] D. Expected duration of the volunteer's involvement ___    ___    __

@ [(a)(1)] E. Procedure(s) or treatment(s) to be done ___    ___    __

@ [(a)(3)] F. Reasonably expected benefits to volunteer and others ___    ___    __

@ [(a)(2)] G. Reasonably foreseeable discomfort and risks ___    ___    __

    [(b)(1)] H. Especially for experiments, a statement that the treatment(s) or
procedure(s) "may involve risks that are currently unforeseeable" ___    ___    __

@ [(a)(1)] I. Which procedure(s) or treatment(s) are experimental ___    ___    __

@ [(a)(4)] J. The alternatives to the research's diagnostic method or treatment ___    ___    __

    [(b)(4)] K. Procedure for the orderly termination of a volunteer's participation ___    ___    __

    [(b)(4)] 1)  Consequences of a volunteer's withdrawal from the research ___    ___    __

    [(b)(2)] 2)  When may the researcher terminate a volunteer's participation
without the volunteer's consent ___    ___    __

    [(b)(5)] L. Plans to inform volunteers of significant research findings during or after
the study relevant to their continued participation or treatment ___    ___    __

@ [(a)(6)] M. If > minimal risk: "In case of injury or severe adverse affect..." ___    ___    __

@ 1)  will medical care for adverse affects be given? who? where? ___    ___    __

@ 2)  is compensation for adverse affects available?  how? ___    ___    __

@ [(a)(6)&(7)] 3)  whom should a volunteer contact with injury or adverse affect? ___    ___    __

@ [(a)(7)] N. Who will answer questions about the research itself? ___    ___    __

@ [(a)(5)] O. How confidentiality (__) or anonymity (__) are maintained ___    ___    __

@ [(a)(7)] P. Who on IRB will answer other concerns, complaints, or grievances? ___    ___    __

    [(b)(3)] Q. Financial factors (extra costs of, or compensation for, participation) ___    ___    __

    [.109(b)] R. Other elements a reasonable person would want to know ___    ___    __

________________________________________________________

S. If a Certificate of Confidentiality, an appropriate description ___    ___    __

@ [(a)(8)] T. Non-coercion disclaimer.  E.G., "Taking part is voluntary.  You may
refuse to take part without any penalty or loss of care or services by IHS
or others.  You may stop taking part at any time, without penalty or loss
of care or services to which you are otherwise entitled." ___    ___    __
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Yes    n/a    No
8. Are the procedures adequate to inform and negotiate consent?

A. Does the project adequately describe the process of consent:

1) informing prospective volunteers (skilled negotiating,
unhurried time, setting facilitates information transfer) ___    ___    __

2) assessing prospective volunteers' comprehension ___    ___    __

3) assessing prospective volunteers' autonomy (1A + 1B above) ___    ___    __

4) documenting the consent ___    ___    __

B. Is the consent form included? ___    ___    __

C. Are all other relevant documents included?  (e.g., parental
permission form___,  assent script or form___,  telephone
script___, introduction or approach letter___,  etc.) ___    ___    __

9. Are the procedures adequate to administer informed consent?

@ [.117(a)] A. Give an information copy of the consent form to all volunteers ___    ___    __

@ [.408(b)] B. For children age 0-17, a form and process of parental permission ___    ___    __

@ [.408(a)]    1) For minors old enough, a process of their assent ___    ___    __

10. If more than minimal risk, does scientific merit outweigh risk, and are
benefits maximized and risks minimized?  [46.111(a)]

A. Is the research "indeterminate risk," e.g., Phase I, II, or III
vaccine or Investigational New Drug/Device [IND] trials? ___    ___    __

   If yes, the research by definition is "more than minimal risk."

B. Is the research more than minimal risk? ___    ___    __

C. If yes, are benefits maximized and risks minimized? ___    ___    __

[(a)(1)&(2)] D. If yes, does the research's scientific merit outweigh its risks? ___    ___    __

11. If research involves children (age <18) and > minimal risk:  [46.405-408]

[.405] A. Does the research present the prospect of direct benefit to child? ___    ___    __
   If yes, local IRB may approve.  If no, go to "B."

[.406] B. Is it both only a minor increase over minimal risk, and will it give
vitally important knowledge about child's disorder? ___    ___    __

   If yes, local IRB may approve.  If no, go to "C."
[.407] C. Does it present opportunity to understand, alleviate, or prevent a

serious problem affecting children? ___    ___    __
   If A. and B. are "no" but  C is "yes," protocol must be sent to OPRR
for review.  If A, B, & C are "no," it is not approvable.
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Yes    n/a    No
12. Does the research meet requirements and IHS recommendations for trials?

[.111(a)(6)] A. A monitoring committee for safety (Phase II) or data (Phase III)? ___    ___    __

B. If a controlled trial, will all eligible volunteers be offered the proven
treatment after proof of effectiveness is obtained? ___    ___    __

13. Are all appropriate documents from other IRB(s) included?

Is an entity with an IRB (e.g., state, university, CDC, NIH) involved? ___    ___    __
If "yes," does the protocol have

A. Form 596 or letter with MPA #, effective date, and conditions? ___    ___    __
and

B. Is the approval still valid, i.e., effective date < 1 year old? ___    ___    __

14. Will the researchers comply with Privacy Act?
The Privacy Act applies when a non-federal government researcher wants confidential
identifiable information from government records [e.g., IHS medical records] without
consent of the person.  Such records may be disclosed for research, after DHHS:
a)  determined that the use or disclosure does not violate law or policy;
b)  determined that the research 1) could not be accomplished without providing records

with individual identifiers; & 2) warrants the risk to privacy;
c)  required the receiving researcher to
   1) establish reasonable administrative, technical, & physical security of all data,
   2) remove or destroy the identifiers of the individual at the earliest possible time, and
   3) make no non-emergency use/disclosure of the data or information without approval;
d)  secured a written statement by the researcher that she/he understands and will abide by

the provisions a) through c) above.

Does the Privacy Act apply? ___    ___    __
If "yes,"

A. Has the researcher complied with the Privacy Act? ___    ___    __

15. Will the researchers comply with tribal and IHS policies?

A. Will OMB or the tribe(s) approve the questionnaire(s), if indicated? ___    ___    __

B. Will the researchers report timely results to the tribe(s) and IHS? ___    ___    __

C. Will the tribe(s) and RPC review and approve all publications? ___    ___    __

No   Yes
16. Additional IRB decisions:  [46.103(b)]

[(b)(4)(ii)] A. Should IRB require reports from this project sooner than annually? __    ___

   If "Yes," reason(s): _______________________________________________

[(b)(4)(ii)] B. Should IRB validate compliance reports from sources other than the PI? __    ___

   If "Yes," reason(s): _______________________________________________

C. Is this protocol greater than minimal risk? __    ___
(This assessment is necessary for annual reviews.)
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IHS Guidelines for implementing and complying with IHS Policy on specimens
preliminary draft:  September 18, 1998

I. Objectives

The objectives of these IHS Guidelines are simultaneously to:
   support fully informed Tribal and IRB review and approval of research that will save

specimens for future research, or that will use saved specimens;
   support fully informed consent by each potential volunteer participant of the research that

obtains specimens to be saved;
   support future use of specimens that is based both on the merits and soundness of the

science, and by the concerns and health priorities of the Tribe[s] involved; and
   support the proper obtaining, retention and use of saved specimens that observe the limits

and intents of the informed consent by the people from whom the specimens were
obtained, and of the approval by the IRB[s] and Tribal government[s].

II. The IHS Guidelines

[1] All researchers who obtain or use, and all entities that store, specimens obtained with IHS
involvement must agree to these Guidelines.  IHS will distribute to researchers, specimen
banks, and IRBs both the Guidelines and model consent forms for specimens.

[2] If blood or tissue will be obtained directly from volunteer participants under a research
protocol, both the protocol and its consent process and form must specify:
   the tests to be done under the protocol;
   if any specimens will be saved.

[3] If any specimens will be saved, both the protocol and consent form must state the nature of
future "secondary uses," and the process to seek approval of the future uses:
   whether the stored and maintained specimens will included identifiers;
   class[es] of tests or procedures that may be done on the saved specimens, including

DNA tests, or other genetic tests, or growth of perpetual cell lines;
   if volunteer participants may be contacted in the future by the PI or other

researchers;
   location, duration, and procedures of storage and of disposal;
   if the specimens are from placenta or umbilical cord, other tissues with strong social

meaning or value, or other aspects about which the AI/AN community may be
concerned, e.g., patenting specimens or material derived from them.

[4] The researchers of the original protocol must not permit others to engage in, and must not
themselves engage in, secondary use of specimens until they comply with all steps.
"Secondary use" includes the following:
   tests or other uses not explicitly mentioned, either by name or as a class, in the

original protocol and consent; or
   giving or loaning specimens to anyone else.  (This does not include other

laboratories doing allowed tests for the original researchers; it does include
laboratories retaining specimens or doing their own tests.)

[5] Researchers of the original protocol, and of a new protocol receiving specimens, must
track and comply with the limits on the use of each specimen imposed by the consent of
the person from whom it was obtained, even if the specimen is anonymous or if the person
from whom the specimen was obtained has died.
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[6] All proposed secondary uses of specimens must be reviewed for scientific value by an
independent group.  The original protocol that stored the specimens must include such
review and approval in its procedures.  As a nonrenewable resource, specimens should be
used up only by research with high scientific value; scientists other than the researcher
should judge the scientific value of the proposed use.  Specimens also must not be hoarded
(to benefit a researcher's career, for instance) but must be shared if it benefits a volunteer
or family, Tribe, or society.  Those two obligations are especially important for specimens
not easily obtained, e.g., by surgery or biopsy.

[7] All proposed secondary uses of specimens must be reviewed and approved by the Tribal
government[s] with jurisdiction.  The original protocol that stores specimens must include
such review and approval in its procedures.

[8] All proposed secondary uses of specimens must be reviewed and approved by all
participating institution that hold, send, or receive the specimens, using their SPA IRB or
MPA procedures.  The researcher of the new protocol must send the consent forms under
which the specimens were originally obtained with the protocol for review.

[9] Many "anonymous" specimens have clinical or demographic information about the people
from whom the specimens were obtained.  IRB review must assess if true anonymity is
achieved and maintained, i.e., that identification of some people cannot occur due to
combination of demographic or clinical data or linkage to other databases.
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[10] If all proposed uses are within the original truly informing consent, see Table 1.  Within
the original truly informing consent means the consent cited the uses as a class (e.g., "kidney
function tests") or by name.  Related to original study means the stated purposes for which the
specimens were obtained.  (These two criteria may be different; see Section III, Additional
information.)  Proposed uses are exempt from further IRB review if they are within the original
consent, and related, and anonymous; the determination that they meet all three criteria is by the
institution's MPA procedure or SPA IRB, not by the researcher.  All other proposed uses within
the original consent require "expedited" or full IRB review.

TABLE  1

When all proposed uses of specimens are within the original truly informing consent:
Related to

original study
Anonymous Standard conditions for the new research protocol or plan:

yes yes
Scientific merit review and approval (i.e., "review, then either
approval or veto, of the protocol"); and
each institution's review and approval; and
notification of Tribe; and
publications identify the community only with Tribal consent.

yes no

Scientific merit review and approval; and
IRB review and approval of the protocol's modification; and
notification of Tribe; and
researchers not contact individuals without their consent; and
publications identify the community only with Tribal consent.

no
yes,

or no

Scientific merit review and approval; and
IRB review and approval; and
formal Tribal review and approval; and
informed [re]consent by each volunteer participant, unless
excepted by the IRB for anonymous specimens; and
publications identify individuals only with their consent; and
publications identify the community only with Tribal consent.

[11] Proposed uses may be outside the original consent, usually for one of three reasons.
   The original consent did not include future use at all.
   The original consent was too broad--a blanket consent to do any test--and thus was

not truly-informing by today's standards.  (These two consents are frequent in
clinical care or older research.)

   The future use is beyond a reasonably detailed truly-informing consent.
Future possible uses or protocols are so varied that a table of standard conditions is not
feasible.  Every proposed use must be approved by all Tribe[s] and IRB[s] involved, and
by an independent scientific group.

[12] Many new tests, like genetic tests, require pre-test counseling.  If the protocol will do new
tests with clinical relevance to people from whom the specimens were obtained, and if the
specimens are identifiable, the researchers must specify how and when they will obtain the
informed consent of each person to receive--or to not receive--the test results.  (Many new
tests are not CLIA approved; generally the results of non-CLIA approved tests are not
given directly to the volunteer participants or their physicians.)
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[13] The entities retaining specimens, and PI and co-investigators of every protocol, that obtain,
store, test, or use the specimens must sign a copy of one of the following.  The signed
agreements extend these Guidelines to laboratories, specimen banks, and researchers that
receive, hold, test, or secondarily use any specimens; the original researcher must obtain the
same written agreement from them.  The originals are sent to the IRB[s] and Tribe[s] involved.
If the new protocol is receiving specimens for secondary use, copies of the signed forms are sent
to the original researcher.

All researchers will comply with the following for specimens and data in this project:
1. NOT use the specimens and data received for any purpose other than those stated in

this protocol and approved by the Tribe[s] and IRB[s];
2. NOT release the specimens, or their associated raw data, to any other person or

study, without the prior approval by the IRB[s] and Tribe[s] involved;
3a. If the specimens or data are supposed to be anonymous, NOT attempt in any way to

establish the identity of the subjects of the specimens or data received.
3b. If the specimens are not anonymous, NOT try to contact any individual or family

other than as stated in this protocol, without the prior approval by the IRB[s] and
Tribe[s] involved.

3c. If the specimens are not anonymous, NOT try to obtain clinical or other information
from anyone's medical or other records other than as stated in this protocol, without
the prior approval by the IRB[s] and Tribe[s] involved.

[14] Storage of all specimens must provide physical security from unauthorized or
inappropriate access.  The disposal of specimens must be respectful.

[15] Researchers of the new protocol to use existing specimens have the same obligations as do
the researchers of the original protocol.  Those obligations generally include:
   to present the results of the research to the Tribe[s] involved; and
   to seek Tribal review of publications.

[16] Research teams must insure "institutional memory" to comply with requirements after the
PI has left.  Research teams should also have written agreements with their institutions to
define control and responsibility over the storage and disposition of the specimens.  The
Tribe[s] and IRB[s] involved may need to know those agreements.

[17] IRB[s] and Tribal government[s] may notify funding agencies, supporting institutions, and
publishers or editors of violations of these Guidelines that are not resolved.

[18] These Guidelines must be re-examined, and may be modified, as experience develops.

III. Discussion

The IHS has five special considerations, circumstances, and concerns.
   Confidentiality and anonymity are more difficult to maintain in small rural communities,

as are most IHS sites, than in large urban areas.
   Because clinical care data in the IHS are computerized, true anonymity is difficult to

achieve, due to possible combinations of computerized clinical data elements.
   AI/AN communities have been stigmatized by recent research, which reinforces the fears

and distrust that many AI/AN and other people have about research.
   Many AI/AN people have special cultural values and concerns related to the use of blood

and other tissues.
   Tribal governments legally control research done within their jurisdiction.  IHS Guidelines

must work with each Tribe's Codes and procedures to control research.
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Secondary research on blood or tissue specimens is increasingly sophisticated and frequent.
Such research may have future benefit to the people and communities whose specimens are
tested.  For specimens that both are anonymous and exist before the research use, 45 CFR 46 §
101(b)(4) permits research on them without the informed consent of the people from whom they
were obtained, because the research appears to carry no risk to them even if the tests are
sensitive.  However, individual members of a community may be harmed even though the
specimens are "anonymous for individuals," if the specimens retain the community's
identification or are known to come from that community.  The community at risk may be a
specific Tribe, a group of Tribes (e.g., "Tribes in the Northwest"), or ethnicity (e.g., "American
Indians").  Specimens for which IHS was or is involved in the collection or storage are not
anonymous for community because they are known to be from AI/AN people, with the group of
Tribes also known.  In the IHS policy, therefore, "anonymous" specimens means "anonymous
only for individuals"; the specimens are identifiable for the larger AI/AN community at least.

The term "anonymous for individuals" means that it is impossible for the researcher to identity
individuals either:
   directly (e.g., by name); or
   by a combination of data elements.
The term also means that it is impossible for the researcher to identify individuals either:
   from only the data at hand; or
   with other information (e.g., medical records) to which the researcher has access; or
   with information from other people (e.g., people who have access to medical records).
For specimens to be anonymous for the individual, therefore, the researcher must neither have
any data, nor have access to any data with the possible cooperation of others, that alone or in
combination identify one or more people from whom the specimens were obtained.

A special consideration applies once specimens are in research, i.e., specimens either obtained
directly from volunteer participants under a research protocol, or gathered originally by a process
of care and now obtained under a research protocol.  The original IRB[s] must review and
approve every modification of a protocol, by either expedited or full review; see 45 CFR §s
46.103(b)(4) and 46.110.  Later activities modify the research protocol, if they were not stated in
the original protocol.  Such activities include:  giving or lending the specimens to another
researcher; using them for tests other than those in the obtaining protocol; or seeking a patent.
The original IRBs, therefore, must review and approve such activities as modifications to the
original protocol.  The IRBs must also determine if the proposed modifications are within the
limits of the original informed consent.

There are three basic approaches for informed consent to store specimens.
  [1] One approach is a blanket consent, that permits all future uses of specimens.  It maximizes

future testing and flexibility, which benefits future progress in science; however it does not
recognize possible harms to communities or individuals, e.g., tests for stigmatizing
conditions.  For example, a protocol and consent form that leftover blood will be stored for
"future tests about diseases of importance to AI/AN people" is a blanket consent.  It covers
too much, from otitis media to alcoholism, from non-stigmatizing to highly stigmatizing
conditions.  Potential participants being asked to consent to such future use would be
uninformed about the risks and benefits.

  [2] Another approach is a detailed consent.  At the time the specimen is obtained, each
volunteer participant decides whether to permit saving a specimen, what future tests can
and cannot be done, and whether to be contacted about results of future tests.  The
approach maximizes participant control; however the control is exercised when
participants lack needed information about the future.  That is, detailed consent has three
major problems:  future tests are too unknown and too varied to list; risks and benefits in
the future may differ from those at present; and the current circumstances and values of
potential volunteer participants may change in the future, rendering a decision based on
current circumstances and values invalid for that future person.
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  [3] These Guidelines take a third approach.  Each participant decides to permit or not only
future use related to the current research to which s/he is consenting--uses with values,
risks, and benefits likely similar to those of the current research.  For instance, consent
about specimens left over from in a vaccine trial would ask for narrow future uses, e.g.,
"future tests about infections important to AI/AN children."  As a check, the Tribes and
IRBs must also approve all future uses when they are proposed.  As a second check, if the
future tests use identifiable specimens for purposes beyond the original consent, the
volunteer participants may be asked for consent for the new use.

Five examples will help clarify Table 1.  Consider sera from a community project screening
adults for diabetes (DM), stored with identifiers; the consent permitted future tests to help
diabetes or related conditions such as atherosclerotic heart disease or chronic renal failure.
  [1] First row.  Researchers want to use the sera (but anonymized), to determine the prevalence

in the Tribe of a newly found risk factor for DM.
  [2] Second row.  Researchers want to run the same test on the same sera but with identifiers,

to match results with each person's chart whether or not they have DM.
  [3] Third row--anonymous, direct public health implications to the Tribe:  CDC wants to test

the sera anonymously for antibodies to a newly-discovered fatal infection that broke out in
the Tribe, to see if there have been subclinical infections in the past.  (The Tribe and IRBs
must approve the research; reconsent will not be not necessary.)

  [4] Third row--anonymous, disease of small importance to the Tribe.  Researchers want to test
anonymously for the prevalence of a possible new Alzheimer disease gene in this Tribe
with rate of Alzheimer disease one-tenth the U.S. rate, to see if the gene also is less
prevalent.  (The requirements are the same as for [4].)

  [5] Third row--with identifiers, disease of great importance to the Tribe.  A new blood test to
detect early cancer of the cervix has been proven in non-AI/AN women but not in AI/AN
women.  Researchers want to run the test on the same stored sera, and get from each
women's chart who had cervical cancer.  The Tribe's rate of cervical cancer is 10 times the
U.S. rate.  (The Tribe and IRBs must approve the research; reconsent by each volunteer
participants may be necessary.  It may be possible, however, to link clinical information
about cervical cancer to specimens without seeking reconsent while satisfying the
concerns and requirements of the Tribe and IRBs.)

PLEASE GIVE COMMENTS, SUGGESTIONS, OR CRITIQUES TO:

William L. Freeman, MD, MPH
IHS Research Program, and Chair, National IHS IRB
5300 Homestead Rd NE
Albuquerque, NM  87110-1293
505-248-4141    fax 505-248-4384    wiLLiam.freeman@maiL.ihs.gov
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THEREFORE, the parties hereto agree as follows: 
 
1.  Definitions. 
 

1.1  “Confidential Information” means proprietary financial and other 
information of either party to this Agreement and information about 
persons, including names, addresses, mental and physical health data, 
family history and other like information of a private or confidential 
nature. 

 
6. Standards; Indemnities. 
 
 The Project shall be developed in accordance with an established work plan and 
project schedule as described in the NARCH application.  This application sets forth 
roles, duties and responsibilities in connection with ITCA.  The subcontract will also 
set criteria for the measurement of quality and results of joint efforts, including 
without limitation, the standards that will be applied to determine acceptance with 
Section 3.  
 The Research Intensive Partner represents that the Services performed by its 
employees, agents and subcontractors, will be of a high quality and performed in a 
professional manner in accordance with industry standards and practice and in 
compliance with all relevant federal, state and local laws and regulations.  The 
Research Intensive Partner also represents that the products and services will meet the 
requirements of this Agreement. 
 The Research Intensive Partner represents that any and all work of Research 
Intensive Partner, and all other material resulting from the Services performed by 
Research Intensive Partner, if not expressly licensed to Research Intensive Partner or 
reprinted with permission, shall be its original work, has been developed by Research 
Intensive Partner, its employees, agents and subcontractors, and does not infringe 
upon or misappropriate any third party’s copyrights, patents, trade secrets or other 
intellectual property rights or the terms of any license or contract applicable to 
Research Intensive Partner. 
 Research Intensive Partner shall, to the extent allowed by law, indemnify, defend 
and hold harmless ITCA for all losses, damages, claims, actions, and costs (including 
attorneys’ fees) caused by or arising from negligence or willful misconduct of 
Research Intensive Partner, its employees, agents or subcontractors, in any way 
connected to the Project, the Services, or this Agreement, including a breach of this 
Section 6. 
 
7. Confidential Information.  ITCA and Research Intensive Partner may 

choose, from time to time, in connection with work contemplated under this 
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Agreement, to disclose confidential information to each other (Confidential 
Information).  All such disclosures must be in writing and marked as 
Confidential Information.  The Parties will use reasonable efforts to prevent 
the disclosure to unauthorized third parties of any Confidential Information of 
the other Party and will use such information only for the purposes of this 
Agreement, and for five (5) years after the termination of this Agreement; 
provided that the receiving Party’s obligations hereunder shall not apply to 
information that: 
 

a. is already in the receiving Party’s possession at the time of 
disclosure 

b. is or later becomes part of the public domain through no fault 
of the receiving Party; or, 

c. is received from a third party with no duty of confidentiality to 
the disclosing party; or, 

d. was developed independently by the receiving party prior to 
disclosure; or, 

e. is required to be disclosed by law or regulation. 
 
It is understood by ITCA and Research Intensive Partner that the exceptions a., b., c., 
and d. above do not apply to identifiable medical and/or personal information 
developed or acquired during the performance of this Agreement.  It is also 
understood by ITCA and Research Intensive Partner that the exceptions a., b., c., and 
d. above do not apply to cultural information identified by the participating Tribes as 
confidential cultural property and information.  The participating Tribes and the 
Research Project Investigators will jointly develop policies and procedures for 
resolving questions of confidentiality will regard to cultural property.  These policies 
and procedures will be included as an addendum to the subcontracts by June 30, 2002. 
 
Any information that is transmitted orally or visually, in order to be protected 
hereunder, shall be identified as such by the disclosing party at the time of disclosure, 
and identified in writing to the receiving party, as Confidential Information, within 
thirty (30) days after such oral or visual disclosure. 
 
8. Researchers.  Confidential Information may be acquired from individuals, 

state or federal agencies, or other sources (collectively “Sources”).  The 
parties acknowledge that acquiring, reviewing or otherwise having access to 
Confidential Information requires discretion and sensitivity, and a 
commitment not to disclose the information or use it for any improper 
purpose.  Accordingly, Research Intensive Partner represents that: 
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a. All persons employed or otherwise retained on the Project who contact 
Sources for Confidential Information, or who review or otherwise 
have access to Confidential Information (each a “Researcher”) shall be 
fully qualified to do so.  Before any such contact, review or access, the 
parties shall agree to the minimum qualifications that all Researchers 
will be required to meet. 

b. Research Intensive Partner shall, at its own expense, cause a current 
criminal background search for any conviction or release from 
incarceration that occurred within the past seven (7) years to be 
conducted on each Researcher.  For purposes of this Section, 
“conviction” includes any disposition adverse to a person.  Written 
results shall be provided to ITCA before a Researcher commences 
services.  ITCA, in its sole discretion, shall determine whether to 
accept the services of such Researcher.  The decision of ITCA to 
decline the services of such Researcher shall not be deemed or 
construed in any way as a directive to terminate the employment of 
such person. 

c. Before a Researcher contacts a Source, or reviews or otherwise has 
access to Confidential Information, he/she shall sign a confidentiality 
and nondisclosure agreement in a form satisfactory to both parties.  
Research Intensive Partner shall provide ITCA with a copy of each 
such executed agreement upon request. 

 
9.   Grant Application.  The parties acknowledge that future funding for the 
ITCA AIRCH and tribes may be sought through other grants/organizations.  Each 
party shall use its best efforts to review, comment on, and assist in the preparation of 
any grant application concerning the initial and future research project(s) and training 
activities.  Each party acknowledges that time is of the essence in performing its 
obligations under this section. 
 
10. Taxes.  Research Intensive Partner shall be solely liable for and shall pay all 
applicable sales, use, and other taxes or charges incurred in connection with the 
Services by it.  Research Intensive Partner shall be solely liable for and shall pay all 
costs of conducting its business, including but not limited to any applicable city, 
county, state or federal licenses, permits, taxes or assessments of any kind.  Research 
Intensive Partner shall, to the extent allowed by law, indemnify, defend and hold 
harmless ITCA from any of the foregoing. 
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11. Term; Termination. 
  

11.1 The term of this Agreement (the “Term”) shall commence on the 
Effective Date and shall expire August 31, 2006, unless sooner 
terminated as provided in Section 11.2. 

11.2 Notwithstanding the Term, this Agreement may be terminated by 
either partner, Research Intensive Partner or ITCA, at any time before 
the Expiration Date by giving sixty (60) business days’ written notice 
to the other party.  Upon receipt of notice of termination from ITCA, 
the Research Intensive Partner shall not incur any additional expense 
or perform any Service without the prior written approval of ITCA.  
Should ITCA terminate this Agreement, the Research Intensive 
Partner shall be entitled to payment for Services satisfactorily 
performed by it to the date of termination. 

 
12. Ownership to Materials and Information 
 

12.1 ITCA and the participating tribal governments shall hold and maintain 
all rights to the information, products, data, and all other materials 
created or produced under the American Indian Research Center for 
Health.  Because of the nature of the collaboration between the 
Research Intensive Partner and the participating tribal governments 
and among the Research Intensive Partner, the participating tribal 
governments and ITCA, it is not likely that the Research Intensive 
Partner will solely create Products and Materials, as defined herein.  In 
the event that the Research Intensive Partner does solely create 
Products and Materials, Research Intensive Partner shall grant to 
ITCA and the participating tribes its rights in those Products and 
Materials. 

12.2 It is understood among ITCA, the participating tribal governments and 
the Research Intensive Partner that no subject inventions, as defined in 
37 CFR 401.14, shall result from the participation of the Research 
Intensive Partner in the Research Services Agreement to establish an 
American Indian Research Center for Health. 

 
13. Publication 
 

13.1 The personnel and students of the Research Intensive Partner and 
personnel of the participating tribal governments shall collaborate with 
each other and ITCA on publication or other dissemination of 
information concerning the American Indian Research Center for 
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Health.  Research Intensive Partner and the participating tribal 
government or Research Intensive Partner and ITCA shall jointly 
author such publications and other dissemination of information.  
ITCA may waive its joint authorship rights if the publication or other 
dissemination of information does not concern the administration of 
the American Indian Research Center for Health. 

13.2 Research Intensive Partner graduate students conducting research 
under the Research Services Agreement to gather information for use 
in their theses or dissertations shall, with the assistance of their 
research advisers, negotiate with the participating tribal government(s) 
to define the scope of their research and the nature of the information 
that can be published in their theses and dissertations before they 
begin their research.  These negotiations shall result in a written 
agreement between the graduate student and the participating tribal 
government(s) to specify as precisely as possible the nature of the 
graduate student’s research topic and the information that will be 
published in the resultant thesis and dissertation. 

 
14. Independent Contractor.  The Research Intensive Partner is an independent 
contractor of ITCA.  This Agreement shall not create the relationship of employer 
and employee, a partnership, or a joint venture between ITCA and Research Intensive 
Partner. Subject to the terms of this Agreement, Research Intensive Partner shall 
determine the number of days and hours of its work.  Research Intensive Partner shall 
be solely liable for the wages, employment taxes, fringe benefits, work schedules, and 
work conditions of its employees and agents. 
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