of the factual and lagal ground n
which the interested person relies i in
seeking the stay. FDA usesthe
information provided in the request to
determine whether to grant the petition ¢
for a stay of action. Respondants to this = 1
information collection are interested
persons who choose to file a pe‘utmn for
an administrative stay of action. :
Section 10.85, issued under section
701(a} of the act, sets forth the format =
and procedures _’whlch an mtarested

 Bection | No-of Respondents | &

: sponseA |  Total Hours
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'Thsré éré no capital costs or operating aﬁd?

- Dated: February'6, 2006
JBffrey Shuren, :
Assistant Commissioner forPony
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DEPARTMENT ( F__’HEALTH AND
HUMAN SERVICES

Food and Drug Adnﬂnlstration
[Docket No 2005?—0194}

e : ﬁ QI the  FTesC 'P:OHDNE ;
' Determination That PEPT, VLON J esting otherwise to the “Discontinued Drug.
(Pentagastrin) for Subcutaneous ‘ney : st sectiol ‘ ‘ar :
Injection, 0.25 Milligr MilH

Was Not Withdrawn From Sale for
Reasons of Safety or Effectivenass

- AGENCY: Food and Dmg Admmlstratlon,; “the
" HHS.: N
ACTION: Notice.

SUMMARY: The Food and Drug R
Administration (FDA) has determined .+ 2"
that PEPTAVLON (pentagastrin) for &
subcutaneous injec illigrams

fs ety or. effecnveness when
etitions for such a

,en Gregory LLP submltted o
I ~dated March 7, 2005

approve abbrevmted" drug
-applications: [ANDA33 pentagastrin
for subcutane s{g oh. 0

reasons of safety or
'fter consxderxng the

and Drug Admlmsiratm , 8
Lane, Rockvﬂle, MD 20857, 301-»-594—-
2041,

SUPPLEMENTARY. INFORMM'ION. In 1984y
' Congress enacted the Drug Price
Competition and Patent Tarm
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k; Procedumﬁ-

T Workmg gxoups hiive: en formed to
5 .»ex?imlne the dging -

ne da’ta or other mformatxon suggestmg
that PEPTAVLON (pentagastrin
subcutaneous in;ectlon, 0.25 mg/mL, .

safety or effectiveness concerns, FDA's
independent evaluation of relevant -
hteramre and data= has no uncovered :

: : gation -
knockd WS “1mpact of
' 1] d ships, boater

acilitating deep draft

] g mfrastructure
will providea
her, workmg :
y 1ot necassarxly ,
o'ns onalli xssues thhm

1 me ixngs are open to
at the meetings

refer to PEPTAVL%g. ]
injection, 0.25. mg/mL. may, e approved? Sac
by the agency. T
Dated Fabruaryz 2006 :

Jeffrey Shuren, ' Vo
Assxstant Commissioner forPoI:cy g : Sy
[FR Doc. E6-1847 Filed 2-9-06; 8:45 am] oI ' uston/ msetmg shos
BILLING CODE 4160-01-5 A ; . five ,{5) work

b
‘af the pubhc may-
ns, oral or written, at
equests to make oral
dlstmbuta wntten

AGENCY: Coast Guard, DHS.
- ACTION: Notice of - maetmgs

will meet to discuss waterway

' DATES: The next meeting of HOGANSAC

statements ateith

- ‘written material

meeting should reach the Coast Guard at h

‘will be held at the Charles P. Doyle ~ completec 1

DEPQRTMENT OF HOMELAND ‘

SECURITY S , 1 ;
U rking days before the

Coast Guard . ' A me‘etmg and should

[CGD08-06-003] Age ogn T16) copineof tho.

Houston/Galvestc

avigation Safety 4
Advisory Com L 5

nation on facilities or -
he handicapped or to
ec L assistatice at the

s‘;?l?g‘;zv(;!;rgaefg; ory. Commmee : act the Executwe
: . tive Secretary,
{HOGANSAGC) and i , ive Secretary, or

working groups the Executive Secretary as
1mpr0vements, aidsto navxganon, area . :
projects impacting safety on the -
Houston Ship Channel, and various.
other navigation safety matters inthe
Galveston Bay area. All meetlngs;

open to the public. : :

will be held on Thursd: y,Eabruary 23,
2006 at 1 p.m. The meeting of the '
Committee’s working groups willbe
held on Thursday, February 9, 2006 at =
9 a.m. The meetings may ad)oum ear}y

: ess is finished. Members of

the public may present written or oral
eeting. Requests to e
tations or dxstnbute :

il

HOGANSAC meeting should reach the _;
Coast Guard five (5) workin days before

that meeting. Requests to. have written:. .
materials distributed to each memberof . ten
the full committee in advance of their ~  me

make oral pre

u&r@v :DHS« :

least ten (10) working days before
full HOGANSAC meeting, ’
ADDRESSES: The full Committee maetmg‘ '

. operating i
: ’lnfm'maUGn‘




