
Executive Summary of Joint
NIH-DOE Human Subjects
Guidance
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Those engaged in large-scale sequencing must be
sensitive to the unique features of this type of research
and ensure that both the protections normally afforded
research subjects and the special issues associated with
human genomic DNA sequencing are thoroughly
addressed.

For the foreseeable future, establishing effective
confidentiality, rather than relying on anonymity, will be
a very useful approach to protecting donors.

Investigators should introduce as many disconnects
between the identity of donors and the publicly available
information and materials as possible.

Nophenotypicordemographicinformationabout
donors should be linked to the DNA to be sequenced.

There are no scientific reasons why DNA donors should

notbeselectedfromdiversepoolsofpotentialdonors.

While the choice of donors will not be dictated to
investigators, it is expected that, because multiple
libraries will be produced, a number of them will be
made from female sources while others will be made
from male sources.
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It is recommended that donors should not be recruited
from laborato~ sta& including the principal investigator.

The disclosure process to potential donors must clearly
specify what the process of DNA donation involves,
what may make it different from other types of research,
and what the implications are of one’s DNA sequence
information being a public scientific resource.

Library makers are encouraged to establish a collabora-
tion with one or more human genetics units [or tissue
banks].

The library maker should have no contact with the donor
and no opportunity to obtain any information about the
donor’s identity.

Effective immediately, projects to construct libraries for
large-scale DNA sequencing must obtain Institutional

ReviewBoard(IRB)approvalbeforeworkis initiated,

Existing libraries can continue to be used for large-scale
sequencing, only if IRB approval and consent for
continued use are obtained and approval by the funding

agency is granted.

It is important that in obtaining informed consent for
continued use of existing libraries, no coercion of the
DNA donor occur.
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