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(3) 3001.90.0115 Glands and other or-
gans, dried, whether or not powdered

(4) 3002.12.0010 Human blood plasma,

(5) 3002.12.0020 Normal human blood
sera, whether or not freeze-dried

(6) 3002.12.0030 Human immune blood
sera,

(7) 3002.12.0090 Antisera and other
blood fractions, Other

(8) 3002.51.0000 Cell therapy products

(9) 3002.59.0000 Cell cultures, whether
or not modified, Other

(10) 3002.90.5210 Whole human blood

(11) 3002.90.5250 Blood, human/animal,
other

(12) 9705.21.0000 Human specimens and
parts thereof

(b) Notwithstanding paragraph (a) of
this section, the term human biospeci-
mens does not include human biospeci-
mens, including human blood, cell, and
plasma-derived therapeutics, intended
by a recipient solely for use in diag-
nosing, treating, or preventing any dis-
ease or medical condition.

§202.224 Human ‘omic data.

(a) The term human ‘omic data means:

(1) Human genomic data. Data rep-
resenting the nucleic acid sequences
that constitute the entire set or a sub-
set of the genetic instructions found in
a human cell, including the result or
results of an individual’s ‘‘genetic
test” (as defined in 42 U.S.C. 300gg-
91(d)(17)) and any related human ge-
netic sequencing data.

(2) Human epigenomic data. Data de-
rived from a systems-level analysis of
human epigenetic modifications, which
are changes in gene expression that do
not involve alterations to the DNA se-
quence itself. These epigenetic modi-
fications include modifications such as
DNA methylation, histone modifica-
tions, and non-coding RNA regulation.
Routine clinical measurements of epi-
genetic modifications for individual-
ized patient care purposes would not be
considered epigenomic data under this
rule because such measurements would
not entail a systems-level analysis of
the epigenetic modifications in a sam-
ple.

(3) Human proteomic data. Data de-
rived from a systems-level analysis of
proteins expressed by a human genome,
cell, tissue, or organism. Routine clin-
ical measurements of proteins for indi-
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vidualized patient care purposes would
not be considered proteomic data under
this rule because such measurements
would not entail a systems-level anal-
ysis of the proteins found in such a
sample.

(4) Human transcriptomic data. Data
derived from a systems-level analysis
of RNA transcripts produced by the
human genome under specific condi-
tions or in a specific cell type. Routine
clinical measurements of RNA tran-
scripts for individualized patient care
purposes would not be considered
transcriptomic data under this rule be-
cause such measurements would not
entail a systems-level analysis of the
RNA transcripts in a sample.

(b) The term human ‘omic data ex-
cludes pathogen-specific data embed-
ded in human ‘omic data sets.

§202.225 IEEPA.

The term IEEPA means the Inter-
national Emergency Economic Powers
Act (50 U.S.C. 1701 et seq.).

§202.226 Information or informational
materials.

(a) Definition. The term information or
informational materials is limited to ex-
pressive material and includes publica-
tions, films, posters, phonograph
records, photographs, microfilms,
microfiche, tapes, compact disks, CD
ROMs, artworks, and news wire feeds.
It does not include data that is tech-
nical, functional, or otherwise non-ex-
pressive.

(b) Ezxclusions. The term information
or informational materials does not in-
clude:

(1) Information or informational ma-
terials not fully created and in exist-
ence at the date of the data trans-
action, or the substantive or artistic
alteration or enhancement of informa-
tion or informational materials, or the
provision of marketing and business
consulting services, including to mar-
ket, produce or co-produce, or assist in
the creation of information or informa-
tional materials;

(2) Items that were, as of April 30,
1994, or that thereafter become, con-
trolled for export to the extent that
such controls promote the non-
proliferation or antiterrorism policies
of the United States, or with respect to
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