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clinicians will complete a survey
assessing demographics; opinions about
preventive services; colorectal cancer
screening training and practices;
colorectal cancer screening beliefs,
facilitators, and barriers; and
satisfaction with colorectal cancer
screening. The survey will be
administered to clinicians pre- and post-
intervention. In Task 2, 196 clinic
support staff will complete a survey
assessing demographics; work-related
duties; opinions about preventive

services; colorectal cancer screening
training and practices; colorectal cancer
screening beliefs, facilitators, and
barriers; and satisfaction with colorectal
cancer screening. The survey will be
administered to clinic support staff pre-
and post-intervention. In Task 3, clinic
patients will complete a survey
assessing demographics; health status;
previous colorectal cancer screening
and other preventive services received;
colorectal cancer knowledge and
opinions about colorectal cancer and

colorectal cancer screening; and social
support.

The survey will be administered to
4,396 patients pre-intervention
(consisting of 3,276 patients surveyed
only at baseline and 1,120 patients
surveyed at baseline and follow-up) and
4,200 patients post-intervention
(consisting of 1,120 patients surveyed at
baseline and follow-up and 3,080
patients surveyed only at follow-up).
There are no costs to the respondents.

No. of Average
No. of : burden per Total burden
Respondents responses per -
respondents respondent re(eiﬁpr?rgs)e (in hrs.)
ClINICIANS .ttt 196 2 30/60 196
Clinic SUPPOIT STAT ... s 196 2 25/60 163
Patients surveyed only at baseline ...........cccoeeiiiiiiiii 3276 1 20/60 1,092
Patients surveyed at baseline and follow-uUp ..........ccocceeiieiiinniiiice 1120 2 20/60 747
Patients surveyed only at fOllOW-UP .......c.cooiiiiiiiiiiiii e 3080 1 20/60 1,027
TOLAD .ottt e e nnes | eenereeseeeseeninees | eenieeenee s eneens | eeseesae e 3,225

Dated: July 14, 2003.
Thomas A. Bartenfeld,

Acting Associate Director for Policy, Planning
and Evaluation, Centers for Disease Control
and Prevention.
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Proposed Data Collections Submitted
for Public Comment and
Recommendations

In compliance with the requirement
of section 3506(c)(2)(A) of the
Paperwork Reduction Act of 1995 for
opportunity for public comment on
proposed data collection projects, the
Centers for Disease Control and
Prevention (CDC) will publish periodic
summaries of proposed projects. To
request more information on the
proposed projects or to obtain a copy of
the data collection plans and
instruments, call the CDC Reports
Clearance Officer on (404) 498-1210.

Comments are invited on: (a) Whether
the proposed collection of information
is necessary for the proper performance
of the functions of the agency, including
whether the information shall have
practical utility; (b) the accuracy of the
agency’s estimate of the burden of the
proposed collection of information; (c)
ways to enhance the quality, utility, and

clarity of the information to be
collected; and (d) ways to minimize the
burden of the collection of information
on respondents, including through the
use of automated collection techniques
or other forms of information
technology. Send comments to Seleda
Perryman, CDC Assistant Reports
Clearance Officer, 1600 Clifton Road,
MS-D24, Atlanta, GA 30333. Written
comments should be received within 60
days of this notice.

Proposed Project

Exposure to Volatile Organic
Compounds in Drinking Water and
Specific Birth Defects and Childhood
Cancers at United States Marine Corps
Base Camp Lejeune, North Carolina—
New—The Agency for Toxic Substances
and Disease Registry (ATSDR).

ATSDR is mandated pursuant to the
1980 Comprehensive Environmental
Response, Compensation, and Liability
Act (CERCLA) and its 1986
Amendments, the Superfund
Amendments and Re-authorization Act
(SARA), to prevent or mitigate adverse
human health effects and diminished
quality of life resulting from exposure to
hazardous substances in the
environment. ATSDR plans activities to
address these issues which include
conducting health studies at sites on the
Environmental Protection Agency’s
(EPA) National Priorities List (NPL) to
determine whether and to what degree
exposure to hazardous substances at
these sites are harmful to human health.

The United States Marine Corps Base
Camp Lejeune, North Carolina, is one of
the federal facilities on EPA’s National

Priorities List. In 1982, periodic
sampling of drinking water sources
began at Camp Lejeune to comply with
regulations of the national Safe Drinking
Water Act. The sample results showed
that the drinking water supplied to
some of the base housing units was
contaminated with volatile organic
compounds (VOCs). The specific
chemicals of concern were
trichloroethylene (TCE),
tetrachloroethylene (or
perchloroethylene) (PCE),
dichloroethylene, and methylene
chloride. These chemicals are used as
solvents to clean machinery and
weapons and in dry cleaning operations.
A 1997 ATSDR public health
assessment (PHA) of the base
recommended that an epidemiological
study be considered to determine if
mothers exposed to VOCs in drinking
water during their pregnancies were at
higher risk of giving birth to a child
with health problems such as a birth
defect or a childhood cancer. ATSDR’s
initial response to the PHA
recommendation was to conduct a study
at Camp Lejeune to evaluate whether
mothers who were exposed to the
contaminated drinking water during
pregnancy were at higher risk of having
a child which was “small for gestational
age” (i.e., an infant weighing less than
the 10th percentile based on published
sex-specific growth curves). This study
was completed in 1998 and found an
association between mothers’ exposures
to the contaminated drinking water
during pregnancy and small for
gestational age infants. The association
between birth defects and drinking
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water contaminated with TCE or PCE
could not be reasonably evaluated in the
1998 study because of extreme under-
ascertainment of cases using data from
birth certificates.

In response to the PHA
recommendation, ATSDR began the
multi-step process of determining the
appropriateness of conducting an
epidemiological study of specific
childhood cancers and birth defects at
Camp Lejeune. Based on the scientific
literature, ATSDR decided to focus on
specific childhood cancers and birth
defects: Childhood leukemia, childhood
non-Hodgkin’s lymphoma, spina bifida,
anencephaly, cleft lip and cleft palate.
ATSDR conducted a survey in 1999—
2002 (OMB No. 0923-0023) to identify
all cases of the specific birth defects and
childhood cancers. About an 80 percent
participation rate was achieved among
the approximately 16,000 to 17,000
births that occurred among women who
were pregnant while living at Camp
Lejeune during the study period 1968—
1985. These years were chosen because
1968 is the first year that birth
certificates were computerized in North
Carolina, and 1985 is the last year that
VOC contamination was detected at the
base. All of the participants who took
part in the Camp Lejeune Survey in
1999-2002 gave permission to be

contacted for future studies.
Additionally, many survey participants
have telephoned ATSDR to request the
results of the survey and inquire about
future studies.

The overall objective of the proposed
case-control study is to examine
whether there is an association between
maternal exposures during pregnancy to
TCE and PCE in drinking water at Camp
Lejeune during the period of 1968—1985
and the risk of specific birth defects
(spina bifida, anencephaly, cleft lip and
cleft palate) and childhood cancers
(childhood leukemia and Non-
Hodgkin’s Lymphoma) in offspring.

ATSDR is in the process of verifying
that the child had the birth defect or
childhood cancer reported by the
parents in the survey. The parents of the
children with possible birth defects or
childhood cancers of concern were
contacted and asked to sign a medical
records release form so that ATSDR
could gain access to the medical records
for their children. If the child had
reached 18 years of age, he or she was
contacted and asked to sign a medical
records release form.

Once the review of medical records is
complete, the final step is to conduct an
epidemiological study that includes all
the cases of birth defects and childhood
cancers of concern. The study will also

include a control sample of children
who did not have a birth defect or a
childhood cancer and whose mothers
lived at Camp Lejeune during their
pregnancy over the period 1968—1985.
The study plans to enroll 100 cases and
500 controls over the course of one year.
The epidemiological study will require
the computer modeling of the drinking
water system at Camp Lejeune over the
period 1968—1985 in order to determine
as accurately as possible which mothers
were exposed to the VOCs in the
drinking water during their pregnancy
and which mothers were not exposed
during their pregnancy.

To reduce the amount of time
required by the respondents, Computer
Assisted Telephone Interviews (CATI)
will be conducted. Following
completion of all respondent interviews,
the data will be tabulated and analyzed
(the case group will be compared with
the control group). Because only a very
small number of studies have looked at
the risk of birth defects and childhood
cancers among children born to mothers
exposed during pregnancy to VOCs in
drinking water, the proposed study will
aid in developing or contributing to
generalizable knowledge.

Other than their time to participate,
there is no cost to the respondents.

Number of Average burden .
Respondents reNsun(;ggrer?tfs responses per per response (in Total R::ISI'(;EH (in
p respondent hrs.) :
CASES ittt ettt a e 100 1 45/60 75
(0101100 ] 3 PP PPRUTROPRRPRIN 500 1 45/60 375
1] = U BT TP R PR PR TUP ETPROPPPPPPPRPPPPRRO 450

Dated: July 14, 2003.
Thomas A. Bartenfeld,
Acting Associate Director for Policy, Planning
and Evaluation, Centers for Disease Control
and Prevention.
[FR Doc. 03—-18225 Filed 7-17-03; 8:45 am]|
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[Program Announcement 03158]

Cooperative Agreement for Plague
Clinical Trials With The Uganda Virus
Research Institute; Notice of Intent To
Fund Single Eligibility Award

A. Purpose

The Centers for Disease Control and
Prevention (CDC) announces the intent

to fund fiscal year (FY) 2003 funds for

a cooperative agreement program to
evaluate the effectiveness and safety of
Gentamicin and other antibiotics for the
treatment of human plague, to evaluate
newly available rapid dipstick tests for
diagnosis of human plague, and to
develop a long-term collaboration
between the CDC and Uganda Health
Authorities in the area of plague
research and prevention. The Catalog of
Federal Domestic Assistance number for
this program is 93.283.

B. Eligible Applicant

Assistance will be provided only to
the Uganda Virus Research Institute. No
other applications are solicited. UVRI is
the most appropriate and qualified
agency to conduct the activities
specified under this cooperative
agreement for the following reasons:

* CDC Uganda is located at the UVRI
facility.

* UVRI is a government agency
within the Uganda Ministry of Health. It
is the principal agency tasked with
surveillance, research, and control of
infectious diseases such as plague.

* UVRI is responsible for carrying out
all national surveillance and prevention
programs for plague, as well as
organizing community awareness
programs, health education, and
education of medical professionals on
plague.

» UVRI has established collaborations
with the District Health Authorities,
individual physicians and healthcare
workers in plague-endemic areas. They
currently maintain a laboratory facility
in the West Nile Region of Uganda,
which is endemic for plague.

* UVRIis the only organization that
has the existing laboratory capacity to
carry out large-scale national public
health interventions and to conduct
plague research. They have the required
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