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c. To characterize the reasons that males do
not accept urine-based testing for Ct.
d. To identify other settings in which
males would avail themselves of urine testing
for Ct.
3. Objectives Related to Feasibility
a. To measure the proportion of tested
males who return or otherwise learn their test
results.
b. To determine the proportion of infected
males who receive treatment.
c. To measure the median time until
patients return for their test results.
d. To determine how many female sex
partners infected males identify/name/notify.
e. To measure the characteristics of
identified, named, and located partners.
f. To measure the infection rate among
located partners.
g. To determine the proportion of located
female sex partners who were notified by
their male partner.
h. To determine if screened males access
other sites where they could be screened.
i. To determine which strategies or
approaches enhance completeness of timely
treatment of infected men.
4. Objectives Related to Cost Estimates
a. To measure the cost to detect and treat
an infected asymptomatic male.
b. To measure the costs of partner services
associated with finding and treating the
female sex partners of an asymptomatic
infected male?
c. To measure the overall cost to identify
an infected female using male screening.
5. Objectives Requiring Longitudinal Follow
Up
a. To determine whether a positive
screening test influences a man’s intended
future sexual behavior (including condom
use, partner selection, partner number, health
seeking behavior).
b. To determine the proportion of treated
males who are re-infected at defined intervals
after initial screening.
c. To ascertain how many males report that
their partner has been treated at a follow up
visit.
[FR Doc. 99–12313 Filed 5–14–99; 8:45 am]
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National Sexual Violence Resource
Center (NSVRC) Notice of Availability
of Funds; Amendment
A notice announcing the availability
of Fiscal Year 1999 funds to establish a
National Sexual Violence Resource
Center was published in the Federal
Register on May 4, 1999, [Vol. 64, No.
85, Pages 23839–23842]. The notice is
amended as follows:

On page 2389, Third Column, Under
Section D. Program Requirements, Item
No. 8, change to read: Provide a detailed
evaluation plan that will document
program process, effectiveness, impact,
and outcomes.
Dated: May 11, 1999.
John L. Williams,
Director, Procurement and Grants Office,
Centers for Disease Control and Prevention
(CDC).
[FR Doc. 99–12311 Filed 5–14–99; 8:45 am]
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Notice.

The Food and Drug
Administration (FDA) is announcing
that the proposed collection of
information listed below has been
submitted to the Office of Management
and Budget (OMB) for review and
clearance under the Paperwork
Reduction Act of 1995 (the PRA). In
addition, this notice is correcting the
title of the information collection. In the
Federal Register of February 23, 1999
(64 FR 8832 at 8833), the title of the
information collection was incorrectly
listed as a ‘‘Reinstatement;’’ it should
have been listed as an ‘‘Extension.’’ This
document corrects that error.
DATES: Submit written comments on the
collection of information by June 16,
1999.
ADDRESSES: Submit written comments
on the collection of information to the
Office of Information and Regulatory
Affairs, OMB, New Executive Office
Bldg., 725 17th St. NW., rm. 10235,
Washington, DC 20503, Attn: Desk
Officer for FDA.
FOR FURTHER INFORMATION CONTACT:
Peggy Schlosburg, Office of Information
Resources Management (HFA–250),
Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857,
301–827–1223.
SUPPLEMENTARY INFORMATION: In
compliance with section 3507 of the
PRA (44 U.S.C. 3507), FDA has
submitted the following proposed
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collection of information to OMB for
review and clearance.
Infant Formula Recall Regulations—21
CFR 107.230, 107.240, 107.250, 107.260,
107.280 (OMB Control Number 0910–
0188—Extension)
Section 412(e) of the Federal Food,
Drug, and Cosmetic Act (the act) (21
U.S.C. 350a(e)) provides that if the
manufacturer of an infant formula has
knowledge that reasonably supports the
conclusion that an infant formula
processed by that manufacturer has left
its control and may not provide the
nutrients required in section 412(i) of
the act or is otherwise adulterated or
misbranded, the manufacturer must
promptly notify the Secretary of Health
and Human Services (the Secretary). If
the Secretary determines that the infant
formula presents a risk to human health,
the manufacturer must immediately take
all actions necessary to recall shipments
of such infant formula from all
wholesale and retail establishments,
consistent with recall regulations and
guidelines issued by the Secretary.
Section 412(f)(2) of the act states that
the Secretary shall by regulation
prescribe the scope and extent of recalls
of infant formula necessary and
appropriate for the degree of risk to
human health presented by the formula
subject to recall. FDA’s infant formula
recall regulations (part 107, subpart E
(21 CFR part 107, subpart E)) implement
these statutory provisions.
Section 107.230 requires each
recalling firm to: (1) Evaluate the hazard
to human health, (2) devise a written
recall strategy, (3) promptly notify each
affected direct account (customer) about
the recall, and (4) furnish the
appropriate FDA district office with
copies of these documents. If the
recalled formula presents a risk to
human health, the recalling firm must
also request that each establishment that
sells the recalled formula post (at point
of purchase) a notice of the recall and
provide FDA with a copy of the notice.
Section 107.240 requires the recalling
firm to: (1) Notify the appropriate FDA
district office of the recall by telephone
within 24 hours, (2) submit a written
report to that office within 14 days, and
(3) submit a written status report at least
every 14 days until the recall is
terminated. Before terminating a recall,
the recalling firm is required to submit
a recommendation for termination of the
recall to the appropriate FDA district
office and wait for written FDA
concurrence (§ 107.250). Where the
recall strategy or implementation is
determined to be deficient, FDA may
require the firm to change the extent of
the recall, carry out additional

