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§82.2707a

prepared by extending the barium salt
prepared from Ext. D&C Red No. 2 upon
the substratum is “Ext. D&C Red No.
2—Barium Lake.”’)

§82.2707a Ext. D&C Yellow No. 7.

The color additive Ext. D&C Yellow
No. 7 shall conform in identity with
specifications to the requirements of
§74.1707a(a)(1) and (b) of this chapter.
Ext. D&C Yellow No. 7 is restricted to
use in externally applied drugs and cos-
metics.
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Subpart A—General Information

§99.1 Scope.

(a) This part applies to the dissemi-
nation of information on human drugs,
including biologics, and devices where
the information to be disseminated:

(1) Concerns the safety, effectiveness,
or benefit of a use that is not included
in the approved labeling for a drug or
device approved by the Food and Drug
Administration for marketing or in the
statement of intended use for a device
cleared by the Food and Drug Adminis-
tration for marketing; and

(2) Will be disseminated to a health
care practitioner, pharmacy benefit
manager, health insurance issuer,
group health plan, or Federal or State
Government agency.

(b) This part does not apply to a
manufacturer’s dissemination of infor-
mation that responds to a health care
practitioner’s unsolicited request.

§99.3 Definitions.

(a) Agency or FDA means the Food
and Drug Administration.

(b) For purposes of this part, a clin-
ical investigation is an investigation in
humans that tests a specific clinical
hypothesis.

(¢) Group health plan means an em-
ployee welfare benefit plan (as defined
in section 3(1) of the Employee Retire-
ment Income Security Act of 1974 (29
U.S.C. 1002(1))) to the extent that the
plan provides medical care (as defined
in paragraphs (c)(1) through (c¢)(3) of
this section and including items and
services paid for as medical care) to
employees or their dependents (as de-
fined under the terms of the plan) di-
rectly or through insurance, reim-
bursement, or otherwise. For purposes
of this part, the term medical care
means:
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