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Reporting—21 CFR 58.185 ......................................................................................................................................... 400 60.2 27.65
Recordkeeping—21 CFR 58.29(b) .............................................................................................................................. 400 20 4.25
Recordkeeping—21 CFR 58.35(b)(1)(2)(3)(c) ............................................................................................................. 400 271 3.36
Recordkeeping—21 CFR 58.63(b)(c) .......................................................................................................................... 400 250 5.5
Recordkeeping—21 CFR 58.51(a)(b)(c) ..................................................................................................................... 400 300 .14
Recordkeeping—CFR 58.90(c)(g) ............................................................................................................................... 400 5.7 .8
Recordkeeping—21 CFR 58.107(d) ............................................................................................................................ 400 1 4.25
Recordkeeping—21 CFR 58.120 ................................................................................................................................ 400 15.4 32.7
Recordkeeping—21 CFR 58.195 ................................................................................................................................ 400 250 3.9
Estimated Total Annual Burden—1,739,000 hours

8. Women’s Health and Aging
Study—0925–0376—Extension—This
prospective epidemiologic study
examines and follows, for a period of 3
years, 1,000 disabled elderly women
living within a defined geographic area
in Baltimore City and County. The
overall goal of this study is to
understand the causes and course of
physical disability in women age 65
years and older. Respondents:
Individual or households; Number of
Respondents: 1,097; Number of
Responses per Respondent: 2; Average
Burden per Response: 1 hr; Estimated
Total Annual Burden: 2,194 hours. Send
comments to James Scanlon, Office of
the Assistant Secretary for Health, Room
737–F, Humphrey Building, 200
Independence Ave., S.W., Washington,
D.C. 20201.

9. Gonococcal Isolate Surveillance
Project—0920—0307—Extension, no
change—Gonococcal Isolate
Surveillance Project (GISP) is a national
sentinel surveillance system that
monitors the trends in antimicrobial
susceptibilities guidelines for the
treatment of gonorrhea infections. The
respondents are five regional
laboratories and 25 sexually transmitted
disease clinics. Respondents: Not-for-
profit institutions; State, Local or Tribal
Government; Number of Respondents:
33; Number of Responses per
Respondent: 527.3; Average Burden per
Response: 0.597 hr.; Estimated Total
Annual Burden: 10,400 hours. Send
comments to Shannah Koss, Human
Resources and Housing Branch, New
Executive Office Building, Room 10235,
Washington, D.C. 20503.

10. Phase I Implementation of the
1996 NHIS Basic Module—New—The
National Health Interview Survey
(NHIS) is a multi-purpose health survey,
and is a principle source of information
on the health of the civilian, household
population of the United States. The
NHIS is being redesigned for 1996, to
implement the use of the Computer
Assisted Personal Interview (CAPI) data

collection system. This request is for
approval of the first phase and the
overall description. Respondents:
Individuals or households; Number of
Respondents: 1,500; Number of
Responses per Respondent: 1; Average
Burden per Response: 1.51 hr.;
Estimated Total Annual Burden: 2,258
hours. Send comments to Shannah
Koss, Human Resources and Housing
Branch, New Executive Office Building,
Room 10235, Washington, D.C. 20503.

11. Application Form and Related
Forms for the Operation of the National
Death Index—Extension, no change—
Researchers apply to use the National
Death Index (NDI) to determine whether
persons in their studies have died and
to obtain the states of death and death
certificate numbers of the decedents.
The five administrative forms are
completed by researchers in order to
apply for NDI services and to submit
records of study subjects for computer
matching against the NDI file.
Respondents: Not-for-profit institutions;
Number of Respondents: 120; Number
of Responses per Respondent: 6.5;
Average Burden per Response: .291 hr.,
Estimated Total Annual Burden: 227
hours. Send comments to Shannah
Koss, Human Resources and Housing
Branch, New Executive Office Building,
Room 10235, Washington, D.C. 20503.

12. Healthy Schools, Healthy
Communities Program National
Evaluation: Master Survey Instrument—
New—As part of the national evaluation
of the Healthy Schools, Healthy
Communities Program, surveys will be
conducted of elementary, middle, and
high school students in grantee schools
and comparison schools, and parents of
surveyed elementary school students.
Data on health services utilization,
health problems, and risk behaviors will
be collected. Respondents: Individuals
or households. Send comments to
Shannah Koss, Human Resources and
Housing Branch, New Executive Office
Building, Room 10235, Washington,
D.C. 20503.
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Survey of Stu-
dents ........... 10,900 2 .69

Survey of Par-
ents ............. 4,300 2 .29

Estimated Total Annual Burden—17,620
hours

13. Mammography Facilities—
Requirements for Accrediting Bodies
and Quality Standards and Certification
Requirements—21 CFR Part 900—
New—These Interim Rules implement
the accreditation, quality standards, and
certification provisions of the
Mammography Quality Standards Act of
1992. The intent of these interim rules
is to assure safe, reliable, and accurate
mammography on a nationwide level.
Respondents: Business or other-for-
profit. Send comments to Shannah Koss,
Human Resources and Housing Branch,
New Executive Office Building, Room
10235, Washington, D.C. 20503.
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21 CFR 900—
Reporting ... 12,887 1 17.73

21 CFR 900—
Record-
keeping ...... 50,000 1 1

Estimated Total Annual Burden—82,810
hours

14. Women’s Health Initiative:
Modifications for An Investigation of
Oral Hard Tissue Status in Relation to
Skeletal Bone Mineral Density Measures
and Osteoporosis—0925–0414—
Revision—This study will evaluate the
results of a study of tooth and oral bone
status for a sample of 1,000 women


