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For further Information centact:
jandra M. Peey, Lagal Techrician,
ramerger Notification Office, Bureau of
Zampetition, Room 3€1, Federal Trace
4ommission, Washington, DC 20580,
:202) 623-3884.

By diractica af the Commissisr.

Zmily H, Rock,

Secrelary. ?
(FR Dec. 8528823 Filed 12-2-¢5; 8:45 am}
BILLING CODE 875001

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Notica Regerding Requirement for |
Submission of List of Ingredienis

anreally thereafter by Dacember 31.
begianing with December 31, 1888,
Acoress: Tha st shall be submittad to:
Director. Office oa Smoking acd Health,
Park Building, Room 1-10, 580 Fishers
Lane, Rockville, Marylaad 20857;

KOR FURTHER INFORMATION CONTACT:
Donzld R. Shopland, Acting Dirsctor,
Ofiica on Smoking and Haalth, (201)
443-1573, - -
. SUPPLEMENTARY [RFORMATION:
Sactlen 5(2) of Pub. L. 88474 added 2
rz section 7 to the Federat Clgareite
Labeling and Advertising Act. That
Section requires manufacturers, *
importers, and packagers of cizarefles to
provida the Secvetery of FHS ennually
with a ltet of all ingredients edded to
tohaceo in the manufectzre of cigarettss,
The list shail not identify the company
«hich usas the ingred!ants or the brand
cf cigesettes whic3 contain the
fngredients. =% ..
The list shall be-provided reporting
each ingredient by chemical nams and-
chemical abstact servics (CAS) registry.
number, A pesson or group of persons
requirsd to provids g list may desiznats
an incividuel oz enfity to previda the Hst
on their bahalf, In such caae, the

* desigzated Individual or entity skell

{dentify the persqn ot group of passcns
on whose behelf the st is submiited

In accardance with secHon 7,
proczduses for assusing the .
confidentiality of the Information sre
gvailabla, A copy of these procedures
may be obtained Dy writien r2quest lo
the 2ddress stated above. The
Informatcn submittad will be treated as
trade saceet o conddential information
sutject to § U.5.C 552(b)(3) and 18
U.8.C. 1805. Accass to the infermation
will be limited to thoss authorized by
the Secretary in carrying out Leiz
officia! duties and, upon their request, io
duly sutrorize committaes oz

wheemrittees of the Congrass.

Dated November 4, 1883,
James O. Mason, .
Acring Assisiant Secrelory for Fealth. |

privileged information provided to the
8eczetary, Department of Health and
Human Services, specifically that

.Icformation on the ingradients added to
tobaceo in the manufacture of cizaratts
as callad for under Pub. L. 98-474. This
document is directad at seiting forth”
spacific conditions governing acsess ‘o
privileged information, inclucing trade
saccet data,

2. Policy
Ths Dapariment of Health apd Humzn

* Services recogrizes that trust placed in

It under the requirements of the Faderai
Blatutas with respect to safzguardicg
privileged information. Employsas of the
Depariment of Health end Buman
Servicas gnall take such action a3 may
_be ascessiry to precluds i breach of
this trust. Privileged infermation shall be
releasad only to employees of the
Departmant as descsibed berel, uniess
‘otherwise authorized by law or by the
gource of the information. Any Fresdcm
of Information Act request for
{nformation obtained by the Dagarimant
undez secton 5(z) of Pub. L, 98174 skall
be refersad to the Frésdom of -
Information Officer of the Putliz Healis
Service. In accordance with the
provisions of 5 U.S.C. 553(b)(3) and
552(b}(4), 18 1.8.C. 1805, section
7(b)2)(A) of Pub, L. 98474, end 42 (TR
571, the Freedom of Informatica Officer
shell deny any sisch requests. Any
request for such information that [s not
guomitisd under tha Freadom of
Information Act shall be referrad to the
. Director of the Ofiicer on Smcking and
Haalth. Witk the sxcepion of duly .
guthorized request by & commities 2
subcommitte of Congzess mace in
accordance with section 7(b)(2)(B) of
Bub. L. 98~474, any such request sbeli bs
danfsd. . : é
3. Statutory Requiremenis
Btatutory reqiirements for
safeguarding privileged Informaticn
entrusted o the Department of Health
&nd Human Services arz contsined I

Added to Tobace In C{g:r,at'tg_s . Dated Novamber 25, 1685, -. the following: )
AGENCY? Depa.ruﬁent of Health and* . hazgerst M. Beckler, s B . a. Section 7(b)(2)(A) of ths Fsceral
Kur.an Services (HHS). B Sacretery of Heclth end Humea Servlcs.. Clgaretta Labeling and Adveriisiag Ack. -
: : * ;idelinas To Control snd Prat * b.Bectlon 1605, Title 18 U.S.C. Crires -
AETIOH 1 o G T o Prniaed - 8nd Coipinal Procdure (18 U.S.C. 1603). .

SUMMARY: Th:(s.noués ﬁnfﬂs?nanh the
requirement of tha Faderal Clgaretta
Labeling and Advartising Act that e2ca
person who manufacturss, packages, oF
imports cigeretles shell annuelly

of ingredlents added to fobacco in the -
manufacture of cigarettes.

DATES: The llsts are required to e
provided to HHS April 21983, and

provide (ke Secrelary of HFS with s ifst’

Information Obtalaed in Accordencs

V/ith Sec. 5(a) of Pub. L. 88474 ~

1. Purpose " @
This guide sstablishzs minkoum

requirerments 1o centrol azd protect
hose decurizals tbat contain privilezed

{nformation. Its objective s to establish
. shall be the Dizrector, Ofice cn S=oking

individuz] respensidillty for tha -.-
sccountabllity and protecton of -

¢. Sactlon 532(0)(4), Tille 5, U.S.C.
¢. Deflaitions

a. Document Coatrol Officer. Tkat
Ind{vidual who has been designated Iz

* wriling as having the responstbility foz
- the organization's secret document

.control. The'Dociment Control Offices

and Haslth,
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Signed:

Dates
*Nimessed by:

ate:
Attachment B—Racsipt for Canfidential
Information on the Ingradieats Added to
Tobacso in the Manufacture of .
Cigarstlss
To: Dizector, Ofica on Smokizg end
Heglth, Oifice of the Assistant
Secrgtary for Haalth, Reckvills,
.. Maryland 20857
Fromz:
Recaipt of the following privilaged
information is bareby ackacwladged:.

Fils #
Desesiption cf Information
Artcipaie Data-of Returz

Date: —

Sigzature:
Altachmaat C—Authority To Removs
Confideatial Information oa the
Ingredients Added to Tobaczo I ths
Manufacture of Clgarsttes

¢ (name) of

tgovernment agency or cEica) Is heieby

grented the authority to have the
followizg privileged information in his/
her passonal posaession from ——
(hours), (date) to
+ (kouzs), (dzta).
Jescribad Privileged Information: -
Jocument Number:
Titles :
_This information will be used fors

Authosizad by: -
Directer, Office on S=oking and Healta

Data: - -
"[FR Dos. 8525718 Filed 13-3-35; &:43 am]
BILLING GSCT 4180-17-14

Food and Dsug Administratlon”

Midice!® Tablats; Withdrawal of
Approval of NADA . -

Aagney: Feod snd Drug Adsinistratiea.
AcTioN: Notice. "

SUMIARY: The Food and Drug
Adainistration (FDA) Js withdrawing
approvel of a new erimal drug
application (NADA) sporisered by .
Parke-Davis covering use of Midicel®
Tablsts (wlfanisthoxypy:(dz:ine] in
treating dogs and cats for sulfa- -
* gusceplible, gram-posttivs exd gram-
negative, bacteris] {nfecticas. The
sponsor raquestad the viithdrawal of
approval. By w® h
FFECTIVE DATE: D2cember 13,1685, .
-CR FUXTHEZR IHFOAMATION CONTACTY
John K. Augsburg, Center for Velarinary
Medlcine (HFV=216), Food ead Drug.
Administration, 5600 Fishars Lana,
Rockville, MD 20857, 301—43-4033.

SUPPLEMENTARY INFORMATION: Parks-
Davis, Division of Warner-Lambert Co.,
201 Taber Rd. Morris Plains, NJ 07950, {s
sponso: of NADA 12-821 for use of

‘Midicei® Tablats

(sulfzmethoxypyridazine) in treeting
dogs acd cats fer sulfa=susceptible,
gram-positive and gram-negative, -
bacterial injections. '

Tae spplication was originally

" epproved Fabruary 8, 1863, In a leter

dated August 7, 1985; the firm requasted
withdrawal éf approval of the NADA

. because the drug is =o Tonger beiny

marksted,

Therefore, mder the Federal Feod, - .
Drug, and Casmeiic Act (sec. 512(e). 82
Stst, 345347 (21 U.S.C. 38Gb(d)) and’
under autherity delegated to the -
Comxssicner of Foed and Drugs (21
CFR 3.10) 2=d redelegated to the Ceater
for Vaterinary Medicine (21 CFR. 5.84),
ard In acsofaance with § 514,415 .
Withdrewel of cppraval of app¥cations
(21 CFR 514.113), notics is given that
approval of NADA 12-821 for Midicel®
Tablals [sulfamsthoxypyridazins) is
heraby vithdrawn, efective Decembar
18,1685, ° )

Iz 2 fie] rule published elsewheze in
this {ssue of the Federal Registes, the
réguiztion reflecting this approvel is
Temovec. : .

- Dated: Novemben 23,1635,

Gerzld 3. Cuasi,

Acking Dirszicy, Center for Veaterincry
Medieine 4

[FR Do 85-28294 Filed 12-2-85; 8:43 arz)
BLLNA CODE {18031 : .

Yortech FharmE&csutlcale, Ltd,;
Clchlsrophans and Toluene Capsulas;

_ Withdeswal ol"Approval

AqzycY: Food and Drug Admiziztation,

= acmicx: Notice. .

. sUnRARY: The Food and Drug

AGmiristmstion (FDA) Is withdrawing
gppeeval of a new animal drvz
appilcation (NADA) spensored by -
Vorteck Pharmaceuticals, Ltd, (formerly
sponsared by North American ?
Pharmscell, for dichlorophena end
solusza capsules, The irm requastad ths
withdrzwal of approval. -

EFFECTIVE DATE: Decamber 13, 1985.

FOR FURTHZR INFORMATION CONTACT:

“John Augsbusg, Center for Velesigary |
© Medictae (HFY-218), Food and Drag
. Adm!inistration, 6800 Fishers Lane, .

Rockville, MD 20857, 301~$43-405%.
SUPPLEMINTAQY INFORMATION: Vortech
Larraaceutieals, Lid, P.O. Bax 189, -*
Dearbem, Ml 48121, Informed FDA, by..

1e!!c:~ dated July 26,1983, thal {t hed
purchased the assels of North Amariczn

Pharmacal, 8851 Chass Rd., Dewrbom,
M 48128, in Juns 1982, At the Gime it
was purchaged, North Americsin
Pharmacat was the sponsar of NADA
110-738 for PETAVERM Cazstilas
(dichlotophene and toluers) latbeled 25
an anthelmintic for dogs aad cats.
Vortach Pharmaceuticals, Lid. statad,
by letter dated July 8, 1985, thwt
PETAVERM has naver been brought te
merkst and {z not lézuﬁe. end She*
company requasted that the be
withdrawn o =55
Therefare, undar the Fader=] Focd,
Drug, and Cosmetic Act (sec. $12(a), 82
Stat. 345-847 (21 U.S.C. 250b())) 2nd

- under authority dslegated to tha

Comzzissioner of Food end Diugs (21 -
CFR 5.10) 2ad r2dslegated to S5e Cantar
for Vetarinery Medicins (21 CFR 5.84)

*and in accordancs with § 512.413

Withdrasvel of apzreval of asplizctiens
(21 CFR 514318, nobice is givan thi!
epproval of NADA 110-738 ad alt
supplements therato {s herely '
withdrewn, effective DecomYar 13, 1935,
In a final nule publishad etsawhass in
thig {ssug of the Fedezal Registar, FDA is
ramoving that portion of the reguletcns
that reflacts this NADA appraval,
Dated: Noverher 23, 1385,
Gezrald B, Guest, ’
Agling Dirasicr, Cantar for Yo rariaary
Medieiae. SESRESay
[FR Doz §5-22632 File 12-2-3%: 8:43 s}
DILLING CSCE {14&01-1

" -DEPARTMENT OF HOUSING AND

URSAN DEYELOPHENT
[DscKet No. 1-35-1381

Intended Environmantal tmpect
Statemant

Tke Depest=ent of Hoitding acd
Usrban Devalopment gives notice thet en
Environmental Impact Statement (EiS) 1a
Iateaded to be prepared Dy the cities ¢
Auburn Hill's and Rochester Hitle,
Ozkland Coznty, Michigan, for the
Oekland Technology Park under tke

" HUD progiams as described in tha

appendix of the Noticz. This nctica Is
required by the Council on
Envizenments] Quality under {ts rula (46
CFR Part 15¢0), =
Interosted individuals, govarnmantal
agencies, and private organizaticss ate
invited to submit lnformation end
corzments conceraing the pariiculir
project 1o the specific person or eddsess

- indicated §n the eppropmiate pa-t citse

eppendix,
Pacticularly solicited I3 Information on

seports or otter envifonmerntel stucies

plernned or completed In the project




