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(4) Certify that the requesting party
has served a true and complete copy of
the request upon the petitioner and the
applicant by certified or registered
mail (return receipt requested) or by
personal delivery.

(c) The request shall state whether
the requesting party seeks a hearing
within 30 days or 60 days of FDA'’s re-
ceipt of the request.

[53 FR 7305, Mar. 7, 1988, as amended at 67 FR
9585, Mar. 4, 2002]

§60.42 Notice of hearing.

Ten days before the hearing, FDA
will notify the requesting party, the
applicant, and the petitioner, orally or
in writing, of the date, time, and loca-
tion of the hearing. The agency will
provide the requesting party, the appli-
cant, and the petitioner with an oppor-
tunity to participate as a party in the
hearing.

§60.44 Hearing procedures.

The due diligence hearing shall be
conducted in accordance with this part,
supplemented by the nonconflicting
procedures in part 16. During the due
diligence hearing, the applicant and
the petitioner shall enjoy all the rights
and privileges accorded a person re-
questing a hearing under part 16. The
standard of due diligence set forth in
§60.36 will apply in the due diligence
hearing. The party requesting the due
diligence hearing shall have the burden
of proof at the hearing.

§60.46 Administrative decision.

Within 30 days after the completion
of the due diligence hearing, the Com-
missioner will affirm or revise the de-
termination made under §60.34(a) and
will publish the due diligence redeter-
mination in the FEDERAL REGISTER, No-
tify PTO of the redetermination, and
send copies of the notice to PTO and to
the requesting party, the applicant,
and the petitioner.

PART 70—COLOR ADDITIVES

Subpart A—General Provisions

Sec.

70.3 Definitions.

70.5 General restrictions on use of color ad-
ditives.

§70.3

70.10 Color additives in standardized foods
and new drugs.

70.11 Related substances.

70.19 Fees for listing.

Subpart B—Packaging and Labeling

70.20 Packaging requirements for straight
colors (other than hair dyes).

70.25 Labeling requirements for color addi-
tives (other than hair dyes).

Subpart C—Safety Evaluation

70.40 Safety factors to be considered.

70.42 Criteria for evaluating the safety of
color additives.

70.45 Allocation of color additives.

70.50 Application of the cancer clause of
section 721 of the act.

70.51 Advisory committee on the applica-
tion of the anticancer clause.

70.55 Request for scientific studies.

AUTHORITY: 21 U.S.C. 321, 341, 342, 343, 348,
351, 360b, 361, 371, 379%.

SOURCE: 42 FR 15636, Mar. 22, 1977, unless
otherwise noted.

Subpart A—General Provisions

§70.3 Definitions.

(a) Secretary means the Secretary of
Health and Human Services.

(b) Department means the Department
of Health and Human Services.

(c) Commissioner means the Commis-
sioner of Food and Drugs.

(d) Act means the Federal Food,
Drug, and Cosmetic Act as amended.

(e) Color Certification Branch means
the unit established within the Food
and Drug Administration located in
the Center for Food Safety and Applied
Nutrition, charged with the responsi-
bility for the mechanics of the certifi-
cation procedure hereinafter described,
and including the examination of sam-
ples of color additives subject to cer-
tification.

(f) A color additive is any material,
not exempted under section 201(t) of
the act, that is a dye, pigment, or
other substance made by a process of
synthesis or similar artifice, or ex-
tracted, isolated, or otherwise derived,
with or without intermediate or final
change of identity, from a vegetable,
animal, mineral, or other source and
that, when added or applied to a food,
drug, or cosmetic or to the human body
or any part thereof, is capable (alone or
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