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l.n:uh' for public comment on
‘IFPDII data cEIlecunu projects, the
Eem.ers for Disease Control and
Prevention [CIMC) wﬂsél‘!mhllsh periodic
summaries of proposed projects. To
request more information on the
E:Irz‘pusad projects or to obtain a copy of

data collection plans and

instruments, call 404—639-5980 and

send comments to Maryam L Daneshvar,
i Oifficer,

cnc Clearance s
1800 Clifton Road, MS-D74, Atlanta,
GA 30333 or send an e-mail to
omixcdc. gov.

Comments are invited on: (a) Whether
the proposed collection of information
is nacessary for the proper performance
of the functions of . including
whather the information shall have
practical utility; (b) the accuracy of the
agency’s estimate of the burden of the
propased 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 ufm.ecullecuuu of information

on respondents, incl the
use of automated collection technigues
or other forms of information

. Written comments should
be received within 60 days of this
notice.

Proposed Project

Ewaluation of the Effectiveness of the
Smoke Alarm Installation and Fire
Safaty Education [SAIFE) Program—
Extension—National Center for Injury

Pravention and Control (NCIPC),
Centers for Disaase Control and
Pravention [CINC).
Background and Brief Description

This project seeks a one year
axtension of its OMB PRA clearance for
data collection. Due to early project
delays in oblaining clearances for data
collection, the project was unzhble to
start as and missed evaluating
qrcle with a program q.rl::le-

complete the projects original design of
avaluating mJEepmgram cycles UfPH;I.H
SAIFE program as implemented in the
State of Morth Carolina. An extension
will allow completion of the evaluation
of the third a:u:FﬂnaJ cycle of the

program.

This project will use daaL:d&um in-
person interviews, telephone
SUrveys o assess thagﬂegmvau;:;uf the

Smoke Alarm Installation and Fire
Safety Education [SAIFE) and
its in delivari safet

information. The data will be collected
from a convenience sample of adults 18
years of age or older who volunteer to

te in the SAIFE am. A
total of 360 households will complate
the evaluation each year of the data

collection for a mass total of 1080
houssholds over the next three years.
Participants will be asked to complete a
15-minute survay at two points, once
immediately before the intervention and

then & months afterwards. The survey
will assess oulcome measures mlufmg,
but not limited to, in
knowledge, artitudes, beliefs, and
behaviors various aspects of
fire safety and prevention; in
repartad ‘rasidantial fire-related injuries
amd deaths; increased or decreased
presence of ioning smoke alarms;
and the costs associated with the SAIFE
intervention. The evaluation will
measure thesa across time,
between groups and within groups,

communities that will receive
the interventiomn.

CDC programs are cumrently funded in
16 statas to provide for home
installation of smoke alarms plus

fire education in

ousaholds at risk for fire and fire
related injury and death. Programs of
this s;qmien.ded to prevent fire
related injury and mortality, but have
not been studied scientifically to assess
their impact on fire-related injury
outcomes. The proposed study
reprasents the formal effort to
evaluate the effectivensss and cost
implications of the SAIFE program as
implemented in North Carolina. The
data collected in this study will have
the tial to inform other smoke
alarm installation , a5 well as
indicate future priorities in prevention
and p for residential
household fires. The only cost to the

icipant is the time involved to

Fmplate the survers.

ESTIMATE OF ANNUALIZED BURDEN TABLE

Number af AVEMBOE | Eopmated total
burden per
TE8pONEEs per Bnnual burdan
rEspondent m {in hours)
1 ] k]
2 1680 180
1 1 a6
251
Datad: Juna 3, 2009. DEPARTMENT OF HEALTH AND Prevention [CDC) wﬂsﬂuhllsh periodic
Maryam L Daneshvar, HUMAN SERVICES summaries of proposed projects. To
Acting Heporis (leans Cmpiers est more information on the
ﬂmﬂ)ﬂhﬂmﬁ:ﬂ;:- o Centers for Disease Control and f@ﬂﬁﬂdpmmlﬂﬂhtﬂmaﬂﬂp}’ﬂ'
FR Doc. ES-13411 Filod 060 45 am] FTEVENON data m‘m mlt‘;p s
BLLMG [B0Day—09-0780] instruments, CDC Repo
FORE Anans Clearance Officer at 4046385580 or
Proposed Data Collections Submitied  send comments to CDC/ATSOR
fior Public Comment and Assistant rts Clearance Officer,
Recommendations 1600 Clifton Road, M5-174, Atlanta,
; ; A 30333 or send an e-mail to
In com; with the requirement
of Section 3506(C)2)(A) of the omb@cde. gov.
Paj Reduction Act of 1985 for Comments are invited on (a) whether
opportunity for public comment on the proposad collection of information
m&ﬁ:d data collection projects, the is necessary for the proper performance
for Disease Control and of the functions of the agency, including
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whether the information shall have
practical utility; (b) the accuracy of the
agency’s estimate of the burden of the
propased 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 ndents, incl the
use of antomated collection technigues
or other forms of information
- Written comments should

be received within 60 days of this
notice.
Proposed Project

National 5 of Residential Care
Facilities [N . [OMB Mo, DeZ0—
0780}—Revision— Mational Center for
Health Statistics [MCHS), Centers for
Disease Control and Prevention [(CI).

Background and Brief Description
Section 306 of the Public Health

Service [PHS) Act [42 UL5.C. 242k), as

amended, authorizes that the Sec

of Health and Human Services [
statistics on th resources * * *

[and] utilization of health care,
including extended care facilities, and
other institutions. "

full survey. The survey is designed to
cumplemm:ll data collected by other
federal surveys and to fill a significant
data gap a‘:n:u.u a |:|1a]|:|r partion of the
E-CF pulation. Data from
will pu'l:lnﬂ.e information on
rm.denual care facilities that
licymakers, providers, and
pu resgarchers can use to address a wide
armjr of policy and research questions.
llv'-:%l.ll utilize a computer-
asslsbed personal interviewing (CAPI)
to collact information about
facility and resident characteristics.
This computerized system speeds the
flow of data and makes it ible to
release information on a timelier basis
amd easier for respondents to ]
in the s T]:l.!.'JmEA.PI Hsmmpal
also enhance data quality. Clearance for

A stratified mndom sample of
residential care facilities across four

strata (small, mediom, large and VETy
) wrill be selactad t|:| ipata in
N . Within each a random

of residents m]lhe selecied. To
lglblea facility must be licensed,
rEngr.emd listed, certified, or otherwise
regulated by the State; provide room
and board with at least two meals a day;

The facility will collect
data about facility charactaristics (e.g.,
oﬁerge types of rooms), sarvices

characteristics of the resident
population, facility policies and
sarvices, for services, and
hackground of the director. The resident
questionnaire collects information on
resident demographics, current living
arran ks within the facility,
involvement in activities, use of
sarvices, charges for care, health status,
and cognitive and physical functioni
For the national sugr]?éjr. ap‘prmcimantilll?
2,250 facilities will be surveyed for an
annnal average of 1,125 facilities.
Information on an average of 4 residents
will be collected from an annual average
of 1,125 facility staff. Residents
themsalves will not be interviewed.

Usars of NSRCF data include, bat are
not limited to CIDC; other De nt of
Health and Human Services )
agencies, such as the Offica of the

Assistant Secretary for I’lau.umgaud
Agency for

Healthcare Research and Cuality; and
associations, such as the American

Asspriation of Homes and Services for
the Aging, National Center for Assisted

In 2008, NCHS sought approval fora  provide around-the-clock on-site Living, American Seniors Housing
retest and full s of The National ~ supervision; help with activities of daily Association, Assisted Living Federation
of Residential Care Facilities living [e.g., bathing, eauug, or d:essmg] of America; universities; foundations;
[NSRCF). OME approved only the or madication and other private sector o izations.
Erelesl which has completed. primarily an al:lult pupulaum:l and have There is no cost to respondents other
now seeks approval to collect the  at least four beds. than their time to participate.
ESTIMATED ANNUALIZED BURDEN TABLE
Mumiser af Avarage Responsa
Numiber of [Durdand
Type of respondant Mame of tomm respanses’ burtan
TEEpONOENES | ot ondant mg In hours
Facility Direchor 1126 1 106D 188
Faciiity Director ... 1126 1 106D 188
Facility Dirachar ___ 1126 1 1660 2
Faciiity Director ... 1126 1 125 1,406
Faulyummrusmusm 1126 4 20ED 1,600
Total 3,683

Datod: Juna 3, 2008,
Maryam L Daneshvar,
Acting Heports Cleanmece (Officer, Office of
the Chisf Science Officer, Conters for Dizsoee
Conirol end Prevention
[FE Doc. E9—-13409 Filad 6—8-0%; 8245 am|
BILLMNC COOE &383-18-9

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

[Docket Mo, FDA-2007-D-0148] {formerty
Docket No. 20070-0493)

International Conference on
Harmonisation; Guidance on QB{R1)
Pharmaceutical Development; Addition

of Annex; Availability
AGEMCY: Food and Dirug Administration,
HHS.

ACTION: Motice.

SUMMARY: The Food and Dirug
Administration (FDA) is announcing the
availability of a guidance entitled
“QelR1) tical Development.”
The guidance was p under the
auspicas of the Intemational Conference
on Harmomisation of Technical
Requiremeants for Registration of
Pharmaceuticals for Homan Use (FCH).
The ICH O8[R1) guidance includes the
reviously published parent guidance
Euuﬂ.ad Eﬁhﬂmﬂu e
Development” (8 parent guidance) (71
FR z6344; May 22, 2006) and a newly
added anmc_yl'he annex provides



