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aspartame consumption. In one method
the agency estimated that if aspartame
replaced all sucrose in the diet of an
average 60 kg individual, the aspartame
consumption would be approximately
8.3 mg/kg/day. In the petition,
Nutrasweet projects an aspartame intake
of 8.1 mg/kg/day for all age groups
when used as a general purpose
sweetener.

The agency has reassessed the
anticipated exposure to aspartame in
light of all the evidence gained since the
earlier approval. Assuming that all
sucrose added to food would be
replaced by aspartame, the agency
estimates that the daily intake would be
8.7 mg/kg/day. Use of other approaches
to estimate consumption also results in
consistent intake estimates that are far
below the ADI (Ref. 1). This shows that
high levels of aspartame intake derived
for different age groups are unlikely to
exceed the ADI if used in food with no
limitations other than CGMP.

B. DKP
Aspartame can partially decompose to

yield DKP in certain food products
when they are heated or stored for
prolonged periods of time. FDA has
previously set an ADI for DKP of 30 mg/
kg/day (48 FR 31376, July 8, 1983). In
order to derive a conservative exposure
to DKP, FDA used the highest exposure
estimate derived for aspartame (based
on the assumption that all sugars added
to food would be replaced with
aspartame). This DKP exposure estimate
does not exceed 10 percent of the ADI
for all age groups and does not exceed
16 percent for the 0- to 5-year-old age
group (Ref. 1) These estimates show that
the ADI for DKP will not be exceeded
when aspartame is used as a general
purpose sweetener.

IV. Comment
The agency received one comment in

response to the filing notice of
December 8, 1994, from the McNeil
Specialty Products Co. (Ref. 2). This
comment raised two points, each of
which is addressed below.

The first point raised by the comment
was that the filing notice failed to
specify that the agency was soliciting
comments on the entire petition, not
just on the environmental assessment.
The comment suggested that the entire
petition should be made available at the
Dockets Management Branch and that a
separate notice should be published in
the Federal Register explicitly
requesting comments on all aspects of
the petition.

Under section 409(b)(5) of the Federal
Food, Drug, and Cosmetic Act (the act)
(21 U.S.C. 348(b)(5)), FDA is required to

announce the filing of a food additive
petition. Although public notice of a
petition is required, the act is silent
with respect to public comment on a
petition.

Historically, FDA has not placed food
additive petitions on public display
when a notice of filing is published and
knows of no reason why such public
display should be required. The agency
considers comments received consistent
with their relevance to the petitioned
action. Information from the petition
can be obtained through a request made
under the Freedom of Information Act
consistent with 21 CFR part 20.

The second point raised by the
comment was that the petition lacks
information required under § 171.1(c)
(21 CFR 171.1(c)) on the amount of the
additive proposed for use, appropriate
functionality data to support the
additional use categories requested, and
methods to determine the level of the
additive in food. It is further noted in
the comment that if such information
exists in other petitions, § 171.1(b)
allows the petitioner to reference, rather
than resubmit, such information. The
comment points to: (1) Data establishing
functionality and appropriate use levels
and analytical techniques for the newly-
requested approvals are not present in
the current petition and (2) the
petitioner had not specifically
referenced such data; thus, the petition
does not comply with the requirements
found in § 171.1(c). Therefore, the
comment contends that the petition is
deficient and should not have been
accepted for filing, and should be
amended accordingly prior to the
agency taking final action.

The agency disagrees with the
contention that the petition lacks
information required under § 171.1(c).
As stated above in section I. of this
document, aspartame has been
previously approved for use as a
sweetener in a large number of
processed foods. These various
approvals have resulted from the
agency’s consideration of 27 separate
food additive petitions. The approved
uses of aspartame span a wide range of
food matrices and include products
which are stored under a wide variety
of conditions. Data establishing the
functionality and stability of aspartame,
and descriptions of methods for
detecting aspartame in a wide variety of
food products, are contained in either
the 27 petitions or in several Food
Master Files established for aspartame
by the agency. Much of this information
has been discussed in previous Federal
Register documents.

Further, all of these petitions are
specifically referenced in FAP 5A4439.

Therefore, the statement made in the
comment that these petitions are not
specifically referenced in the subject
petition is factually incorrect.

V. Conclusions

FDA has calculated exposure
estimates to aspartame under the
assumption that the sweetener would be
used in food with no limits other than
CGMP. Having considered the results of
these exposure estimates, which were
made using extremely conservative
assumptions (such as, that aspartame
would replace all sugars added to food),
the agency concludes that the use of
aspartame as a general purpose
sweetener will not cause the ADI for
aspartame to be exceeded. The agency
has estimated exposure to DKP (the
major decomposition product of
aspartame) and concludes that the ADI
for DKP will also not be exceeded by its
use as a general purpose sweetener.
Based on these evaluations, the agency
further concludes that the use of
aspartame as a general purpose
sweetener, subject only to CGMP
conditions of use (including a specific
CGMP level of use of 0.5 percent in
baked goods and baking mixes), is safe
and that the regulation for aspartame
should be amended in § 172.804(c) as
set forth below. In addition, § 172.804(b)
is amended to conform to the
requirement of providing three
addresses for methods that are
incorporated by reference, one where
the method may be obtained and two
where it may be examined by the
public.
In accordance with § 171.1(h) (21 CFR

171.1(h)), the petition and the
documents that FDA considered and
relied upon in reaching its decision to
approve the petition are available for
inspection at the Center for Food Safety
and Applied Nutrition by appointment
with the information contact person
listed above. As provided in § 171.1(h),
the agency will delete from the
documents any materials that are not
available for public disclosure before
making the documents available for
inspection.

The agency has carefully considered
the potential environmental effects of
this action. FDA has concluded that the
action will not have a significant impact
on the human environment, and that an
environmental impact statement is not
required. The agency’s finding of no
significant impact and the evidence
supporting that finding, contained in an
environmental assessment, may be seen
in the Dockets Management Branch
(address above) between 9 a.m. and 4
p.m., Monday through Friday.


