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mental health issues, in: partmular, was
found to be one of the weakest in-the
CFSRs. Areas of interest for research =
may examine CPS procedures for

identifying and responding to chlldreh 8

mental health issues-as well as the
prevalence, type and severity of mental
health problems among children:
identified in State child welfare =
systems. In addition, findings from the
National Survey of Child and
Adolescent Well-Being [NSCAW) show
that high rates of mental health- ,
problems among parents, coupled w1th
low rates of identification and referral
is a'seriousissue. CB is interested in-
research that examines mental health
services to parents.

Program Eva]uatzon of Pnonty Area
Initiatives (or Evaluation of Programs:
Addressing Administration Priorities);

The current Administration has focused - wit

fundmg in areas of healthy marriage
promotion, fatherhood initiatives, -
comumunity and faith-based

organizations and youth development in

ensuring the healthy development of -
“children. CB is interested in research to

evaluate programs employing these
strategies to prevent child abugse and
neglect, Research topics may include
the evaluation of the effectiveness of
these programs as wellasthe
dissemination of promising practices.

Secondary Data Analysis: CB. - ’
encourages the utilization of existing -
data sources particularly theuse of -
service data through the National Child
Abuse and Neglect Data System .
(NCANDS). GBis iiiterested-in
secondary data analyses using NCANDS
focusing on service utilization,
recurrence and perpetrators.

Service utilization: While not all

States provide complete service data to m

NCANDS; for those States that do .
provide complete service data, the *
followmg areas could be examined: The

, typ
services that are most often provided to' dj

victims of maltreatment; differences in
service patterns that exist between
children who arefirst-time victims and
children who are repeat victims;
differences in service patterns that exist
between child victims who remain'in.
their homes and those who are. removed;
and the variations in service patterns
within States accordmg to county ;
characteristics.

Recurréence: To date, recurrénce has
largely been examined for six:month .
periods using NCANDS data. The Office
of the Assistant Secretary for Planning

- and Evaluation undertook a longxtudmal‘

analysis of NCANDS data examining.
Tepeated CPS involvement. Usinga
multiyear dataset of 1,396,998 children,
this research examined the proportion
“of reported children who re-reported,;

‘investigat

into the service and recxdlvmm -

ed thh these repeated
: The némgs showed that re-.

s were related to -
all reported - -
; . ence among victims
of maltreatment. Findings were also

- similar when analyses examined only

the presence of a single subsaquent
event or the number and type of

* multiple subsequent events. Bothre-
- reporting and recurrence occurred more
';frequently among younger children. Re- !
: ra artmg anci recurience were more. -
o occur in a short time following -

itial treatment report, usually
n a few months. Most children

' d miore than one re-

nization experienced

thin'a short time after

predzcﬁize ofa second mvestxgaimn,

. report sources that are the most ldceiy tc‘ P
‘be ! =

with a second
-services that decrease
subsequent investigation; and services
that decrease subsequent victimization.
Perpetmtare CBgontinuestobe

interested in perpetrators, with the
notion that understanding who this
group 1s and what thelr characten ;qs

intery 'ntmn and preven’uon efferts The g
Office of the Assistant Secretary for’

Plannmg and Evaluation nndertook an
£ NCANDS data examining
uestions. The analysis

Up: petrators. The -

 fin 1ngs 1 Jgge tthét interventions of all .

d to be more hig ly

r these different groups.
interest includes research
picture of how the
tepories of perpetrators fit -
within households to provide msxghts

Outcnmes

:mn of new knowiedge fer
crxtmal issues in chzld

{ nts, mform policy,
gand’ pmv1d insight

into new appmaches to the assessment

the‘ pmpormn of chxld vxctxms who had_
! -of child maltreatme

prevention, mterventmn and tre,atment
(ie., physical
abuse; sexual abuse, emotional
mal’creatm nt or neglect) on any of the
isted’in {A) Legislative Topics,

: '(B) O ; er Topms, above, or any other
year permd Forthe mc«st Sk

altreatment topic.

ion to the topics cited above
ctitioners and tesearchers are
uraged to: propose other relevant
subjects for research topics in child
bu anci negl ect. ~
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ion (FDA) has determined
(gatifloxacin) injection; 10

i mil gra,m {mg) per milliliter (mL){200
- mg), was not withdrawn from sale for

5 afety or effectiveness: This
‘mination will allow FDAto

'apprave abbreviated new drug

apphc:atmns (ANDA ,,\ar',gatlﬂoxacm :

°ini$irati0n; SSOOf‘Fishers
kyille, MD 20857, 301594~

i;c:nand Patent Term

thmrxze&;tha appreval of duphcate
jons of drug products approved.

er an ANDA procedure. ANDA
ponsors must, with certain exceptions,

f'shﬂw' at the drug for which they are’

approval contains the same
active. ‘ingredient in the same strength

~ and dosage form as the "listed drug,”

which is typically a version of the drug

~that was previously approved. Sponsors
- of ANDAs do not have to'repeat the
' extenswe,_,‘ linical testing otherwise
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necessary to.gain approval of anew’
drug application (NDA). The only ;
 clinical data required in an ANDA are =
data to show that the drug that is the Hectiv
subject of the ANDA is bicequivalentto no data
the listed drug. e X TEOU
The 1984 amendments include what = me/mL (2
- is now section 505(j)(7) of the Federal
- Food, Drug, and Cosmetic Act (21 U.S.C.
355(j)(7)), which requires FDA to: .
publish a list of all approved drugs.
- FDA publishes this list as part of the
“Approved Drug Products With
Therapeutic Equivalence Evaluations,”
which is generally knownasthe . il conti
*'Orange Book."” Under FDA regulations, " {satiflosas
drugs are withdrawn from the list if the
- agency withdraws or suspends approval  1:3
of the drug’s NDA or ANDA for reasons A
of safety or effectiveness, or if FDA
determines that the listed drug was
withdrawn from sale for reasonsof
safety or effectiveness (21 CFR 314.162).
- Under 21 CFR 314.161(a)(1),the e
agency must determine whether a listed =
- drug was withdrawn from salefor
reasons of safety or effectiveness before .
‘an ANDA that refers to that listed drug
may be approved. FDA may not approve:
an ANDA that does not refer toa listed  DE
Atz e e
T%QUIN,[g":«iﬁﬂpxacin) injection, 10
mg/mL (200 mg), is the subject of =
- -approved NDA 21062 held by Bristol:
Myers Squibb; TEQUIN (gatifloxacin): -
injection, 10 mg/mL (200 mg),isan :
antibiotic used to treat adults with lung, - pe
sinus, or urinary tract infections, By

- FDA approved the NDA for TEQUIN. -~
- (gatifloxacin) injection, 10 mg/mL (200
- mg)and 10 mg/mL (400 mg),on .
December 17, 1999. On January 27, = -
© 2003, FDA received revised product. '
 labeling relating to several approved
supplements for TEQUIN (gatifloxacin).
This revised labeling deleted references &
" to TEQUIN {gatifloxacin) injection, 10 .2
mg/mL (200 mg), indicating that this =~ = 2+
product was no longer being marketed. 2"
Therefore, it was moved from the
prescription drug product list to the
.“Discontinued Drug Praduct List”
section of the Orange Book. The
“Discontinued Drug Product List” -
delineates, among other items, drug -
_products that have been discontinued
from marketing fc isons otherthan -
safety or effectiveness. = g
Apotex Corp., submitted a citizen.

ary 13, 2005 (Docket

neric Ammaleg @mi‘,?étem-

generally provide that'a patent may be
‘extended for a period of up to 5 years
) the patented item (human
ct; animal drug product,”
| device, food additive, or color
e) was subject to regulatory
FDA before the item was
Under these:acts, a prodict’s
review pariod forms the basis
ing the amount of extension
may receive; =
gulatory review period consists of-
periods of time: A testing phase and
oval phase, For animal drug
ts. the testing phase begins on
te-when either a major
e , nental ef}fxécﬁs test-was initiated
stion, 10 mg/mL (200 or when an exemption
'provedaby;ﬂ?;gagenéy;; naer section 512()) of the Federal Food,
7 2006, - . Drug and Cosmetic Act (the act) (21
it S 1U.8.C. 360 ffective and. -

ssioner for Policy.
75 Filed 2-2-06; 8:45 am]

g

animal drug product and -
1til FDA grants permission
praduct; Although
f & regulatory review.
counttoward the actual’
xtension that the Director of
| Trademarks may award (for
the tasting phase must be
’d as well as any time that may
oceurred before the patent was
d), FDA’s determination of the
1 of aregulatory review period for
rug product will include all
g phase and approval phase
:35:U.8.C. 158(g)(4)(B).
1y approved for marketing
the animal drug product SURPASS
- (diclofenac sodium). SURPASS is .
indicated for '

ved 4 patent'term restoration:
or SURPASS (U.S. Patent
78} from Mezei Associates,
e Patent and Trademark’
sted-FDA's assistancedn.
g this patent’s-eligibility for
oration. In a letter dated -
DA advised the Patent
k Office that this animal
ad undergone a
v period and that the

petition dated January
No. 2005P~0023/CP1), under 21 CFR
10.30, requesting that the agency
determine whether TEQUIN 1
(gatifloxacin) injection, 10 mg/mL (200 P

mg), was withdrawn from sale for S A

reasons of safety or effectiveness. After

- considering the citizen petition and

-reviewing agency records, FDA has = Pri
determined that TEQUIN (gatifloxacin)

toration Act (Pub. L. 100-670)



