AUTHENTICATED
U.S. GOVERNMENT
INFORMATION

GPO

Pt. 7

hospital as a condition for obtaining
hospital admitting privileges. There
must also be documentation for the
particular health care provider that
this coverage is a condition of employ-
ment at the health center.

(iii) Coverage-Related Activities. As
part of a health center’s arrangement
with local community providers for
after-hours coverage of its patients,
the health center’s providers are re-
quired by their employment contract
to provide periodic or occasional cross-
coverage for patients of these pro-
viders.

(iv) Coverage in Certain Individual
Emergencies. A health center provider is
providing or undertaking to provide
covered services to a health center pa-
tient within the approved scope of
project of the center, or to an indi-
vidual who is not a patient of the
health center under the conditions set
forth in this rule, when the provider is
then asked, called upon, or undertakes,
at or near that location and as the re-
sult of a non-health center patient’s
emergency situation, to temporarily
treat or assist in treating that non-
health center patient. In addition to
any other documentation required for
the original services, the health center
must have documentation (such as em-
ployee manual provisions, health cen-
ter bylaws, or an employee contract)
that the provision of individual emer-
gency treatment, when the practi-
tioner is already providing or under-
taking to provide covered services, is a
condition of employment at the health
center.

[60 FR 22532, May 8, 1995; 60 FR 36073, July 13,
1995; 78 FR 58204, Sept. 23, 2013]
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86

42 CFR Ch. I (10-1-14 Edition)

9701); and secs. 301(a) and 352 of the Public
Health Service Act, as amended (42 U.S.C.
241(a) and 263).

SOURCE: 52 FR 11073, Apr. 7, 1987, unless
otherwise noted.

§7.1 Applicability.

The provisions of this part are appli-
cable to private entities requesting
from the Centers for Disease Control
and Prevention (CDC) reference bio-
logical Standards and Biological prep-
arations for use in their laboratories.

[78 FR 43820, July 22, 2013]

§7.2 Establishment of a user charge.

Except as otherwise provided in §7.6,
a user charge shall be imposed to cover
the cost to CDC of producing and dis-
tributing reference biological stand-
ards and biological preparations.

§7.3 Definitions.

Biological standards means a uniform
and stable reference biological sub-
stance which allows measurements of
relative potency to be made and de-
scribed in a common currency of inter-
national and national units of activity.

Biological preparations means a ref-
erence biological substance which may
be used for a purpose similar to that of
a standard, but which has been estab-
lished without a full collaborative
study, or where a collaborative study
has shown that it is not appropriate to
establish the preparation as an inter-
national standard.

§7.4 Schedule of charges.

The charges imposed in §7.2 are based
on the amount published in CDC’s price
list of available products. These
changes will reflect direct costs (such
as salaries and equipment), indirect
costs (such as rent, telephone service,
and a proportionate share of manage-
ment and administrative costs), and
the cost of particular ingredients.
Charges may vary over time and be-
tween different biological standards or
biological preparations, depending
upon the cost of ingredients and the
complexity of production. An up-to-
date schedule of charges is available
from the Division of Scientific Re-
sources, Centers for Disease Control,
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