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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Notica Regerding Requirement for |
Submission of List f Ingredienia
Added to Tobaceo In Clgarattes . . -

AGENCY: Department of Health and-
Kurman Services (HHS). ©o
AcTION: Notice, )

. Margerst M. Beckler,

SUMMARY: This.notics implemants the
requirement of tha Faderal Clgaretta
Labeling and Advartising Act that each
person who manufacturss, packagss, of
Imports cigesetles shell annuelly

pravide (ke Secretary of S with 8 iist

of ingredlents added to fobacco in toe -
msnufacture of cigarettos.

DATES: The lists are requirad to be
provided to HHS April 2, 1963, and

anreally theteafter by Dacember 31,
begianing with December 31, 1888,
ACDRESS: Tha list shall oe submittad to:
Dizecter. Office oa Smoking acd Health,
Park Building, Room 1-10, 58C0 Fishers
Lane, Rockville, Marylaad 20857;

FOR FURTHER INFORMATION CONTACT:
Doneld R. Shopland, Acting Dirsctor,
Ofiics on Smoking and Haalth, (201)
443-1673, - .
. SUPPLEMENTARY IKFORMATION: |
Sactlen B(a) of Pub. L, 98474 added a
rza section 7 to the Federal Clgarette
Labeling and Advertiaing Act. Thal
Section requires manufacturers, -
importers, and packagers of cigarettes to
provida the Sectetery of HHS ennuzlly
with a liet of all ingredients added to
tobacco in the manufactere of cigerettas,
The list shail not identify tha company
which usas the ingrediants or the brand
¢f cigarettes which contain the
fngredients. -, ..
The list shall be.provided reporting
sach ingredient by chemical name and:
chemical abstract service (CAS) registry.
pumber. A pesson or group of persons
required to pravida e list may desiznats
an incividuel oz eniity to previda the list
on their bahalf, In such caie, the

* desigzated Individual or entity skall

{deatifv the persqn ot group of passcns
on whese behelf the list is submfited.

In aecordance with secton 7,
procaduses for assusing the .
confidentiality of the Information sre
availabla, A copy of these procedures
may be obtained by written r2quest lo
the zddress stated above. The ~
Informatcn submittad will be treated as
trads sacret or conddential Inforzation
subject to 5 U.8.C. 352(b)(3) and 18
U.8.C. 18035. Accass to the infermation
will be limited to thoss suthorized by
the Secretary in carrying out Geix
officia! duties and, upon thair request, to
duly suthorize committaes or
subccmrzittees of the Congrass.

Dated Novenber 4, 1583,
James O, Mason, .
Acring Assisiant Sserelory for Bzl

Dated Novamber 25, 1985, -. '

Sacrelery of Heclth ead Humea Service.. .

Cuidalinas To Contrel and Protact

Décumeaats That Cozlaln Privilaged

Information Obtalaed in Accordencs
/ith Sec. 5(a) of Pub. L. 88474 ~

1, Purpose .

This guida sstablishas minkoum
requirerments to control and protect
hoss decurizals tbat contain privileged
{rformation. Its objective is to estzbliah-

individvel respensidillly forthe «.- -

sccouatabllity and protectoc of -

privileged informaton provided to the
Bacvetary, Department of Health and |
Human Services, specifically that

.Icformation on the ingradients added to

tobacco in the manufacture of cigaratts
as callad for under Pub. L. 98474, This
docurent is diractad at seiting forth”
spaciBe conditions goveming access to
privileged in‘ormation, inclucing trade
saccet data.

2 Policy

Ths Department of Health and Human
Services recogrizes that trust placed in
[t under the requirements of the Faderai
Blatutes with respect to safaquarding
privilezed information. Employs2s of th2
Depariment of Health and Buzzn
Servicas snall take such action 23 m2y

_be nscessiry to precluds d breach cf

this trust. Privileged infermation shall be
releasad only to employees of the
Department as descsibed hereln, uniess
‘otherwise authorized by law or by the
gource of the information. Any Freedem
of Information Act request for
information obtained by the Dezartmast
under section 5(z) of Pub. L. 88—174 skall
be refarcad to the Frésdom cf -
Information Officer of the Public Heald
Service. In accordance with the
provisions of 5 U.S.C. 553(b)(3) ard
532(b}(¢), 18 U.3.C. 1505, ssction
7(b)(2)(A) of Pub. L. 88474, end 42 CFR
571, the Freedom of Informatica Officer
shall deny any sitch requests. Any
request for such information that [s not
uomitied under tha Freedom cf
Information Act shail be referrad to the

. Director of the Oficer on 8mcking and

Haalth, With the sxcepdon of duly .
guthorized request by & commitiee oz
subcommitte of Congress made in
accordance with section 7(b)(2)(8) of
Pub. L. 98~474, any such request sbzli bs
danfad. . = @
3. Statulory Requiremenis

Btatutory regiirements for
safeguarding privileged fnformaticn
entrusted lo the Department of Heelth
&nd Human Services ara coatzined In
the foilowing: .

a. Section 7(b)(2)(A) of ths Feceral
Clgareita Labeling and Adverisiag Act. -

b. Baction 1605, Title 18 U.S.C. Crimes -

- "and Csimiral Procedure (18 U.S.C.16C3). .

¢. Section 532(0)(4), Title 5, U.S.C.
4. Deflaitions

8. Document Coalrol Ofjicer. Thal
Individual who has been designated =

" wriling as having the responsibility for
-~ thé organizatlon's secret document

.control. The'Doctunent Control Officer
shall be the Director, Ofice en S=oking
gnd Hsslth, :
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b. Privileged Information, As used n
this Guid;;tprivﬂeged information refers
to(f) any fnfornaton provided to the
Department of Health and Human
Services.fn accordince with section 7 of
the Paderal Cigarstte Labeling and
Advertising Act; as added by section
5(2) of Pob. L. 98-474; the .

. Comprehensive Smoking Edpeatior Act,
azd (if) any other materials derived.from
tke information provided.

c. Sacurs Files Arsa. A room of rooms
tkat are lockad during non-du%imun.

d& Sacure Files ontalners. ADy
squipment that is locked whan
watendad and that cannat be hend

cazed (2.2 Power Files and Lekirievers,

and anelf units, |

filing cabinets
ete.).

csdenzas, desk pedestals,
5. Responsibilitias DR
. Fhe Dizector, Offics of Smoking end
Health shalls -~ !
{1} Advies; in writing, sporopdets
“constitaent units of the Department of
Heeltk snd Human Ssrvices of the
action theymust taka iz order that the
-provisions of this Gulde will bs mst.
(I Maintain and verify the opezation
of an efizctive-documert canlrol system.
(3F Assure-adherence to the
requirements established by {bis guide:
(4] Investigate reports of overdue..
dccuments.

& Porsons Authorizad lo Have Accese to
Ftivileged Informaticn. )

* The followlng may be granted aczess
to privileged information ucder the -
conditons specided. Lo

a, Deparimen! Employzes. Upen
authori=2tion from tks Director of the
Offics on Smoking and Heelth in the
formn of Attachment C, regular or specisl
employees of the Depeartment a8
permitted access to infermation meeded
in the performance of their official
duties. Any smployee permitted such
accass shali, prior to receiving privileged
information; read and execule &
Comraitment to Protact Confidectal

Informetion, in the forj:-.BiAthcb.msnt

b. In accordanca with the provisions
set forth in section 2 of the Federel .,
Clgaretta Labeling and Advertaing Act.
es added by Pub, L. 88—474, the

Dapastment will maka'available the list
submitted under that Act to a comxlttee
or subcommittee of Congress tpon &
duly autherized request by such’

- committee or subcommittes and shall, el
the sems time, notify the person whor
providad the List of such rsqusst. Such

. * rotica skall be in writing, and the

Depastment will teke reasonable
measures tc smsura that the notice I«
trarsmittad to such person 23 premptly
es possitle.

Usars of files containing privileged
" Information ara rasponsible for
complying with astablished procedures
of accountehility s presesbad by the
Document Control Officer and for
protecting horrowad files fn accordance
with this Guide,

7, Document Accountability

Pefscns accessing privileged
inforreation shail prasent to the
Document Control Offics appropriate
euthorizatior: as lndlc.atad.g .

_attachement “C" of this Guizs. a2 " .
sxecuted Commitment to Protect
ConAdeatal Information I the form of

* Adachreat A, and en ecceptable means
of parscral’identification. :

8. Cherge-Outs, When privileged
informaton documents are charged out,
the signaturs of the recipfest will be
chtalzed cn areceipt bearing the
document numbsr and other [dentifying
informetion. Tha receipt shall be in.ths
form of Altachmant B. RESPONSISILITY
FOR THE FILE REMAINS WITA THE
FERSON WHOSE NAME APPEARS ON
TEE RECEIPT. Receipts shall be kept
cureat g0 that tha doce=ent cen be
readily focated. : .

. b.Centrol Followup and Vertification
of Locations. The Document Contral |

. & Transfer of :”r.fvﬂegcd Information

Mathod of Transmisalon. Tae -
preferrad method.is person to person ’

« transmissfon. When this is not .
practicable, the privileged {nfor=ation is

to be.sant ths U.S. Registered

Mail systizm, onléss & written excepdon

has been obtained oman iridividual
basis from ths Dirsctor; Officz an

 Smoking and Heslth.

Offfcar shall raquize the satura of each |

document at the conclusion of the pertod
stipelated on the recetpt I use of the
document is necessary for 2 additionst
period, the Director will prepare 2 new

- ‘authgrization In the form of Attachmant

C and ths employss will sign & new

. receiptin the form of Attachmaent B.

¢. Rapori.of Lost Documents. The
Disector, Office on Smokicg and Health
ghell {mmediately be notified ia wriling
whan privilegad Information files cannct
Be located 28er e seaxch has been
mede. The notificaticn shall Include:

4) The {dentification and description
of each misslng flle, ;

(2) The name and organisaticnal

lecation of the individuel to whom ths . -

fles ware last chargad, acc
(3) A sumuzary of the efiorts that have
beer made to locate the missiag file.

" & Dosument Prolection
Documest protaction shall include the

followlag: . .

8. During Working Hours. Whes not -
in actuz] nse by an authorized
employes, prvilaged information shall
be protacted by using the proteciive
mzasuses required for non-working
houss. e

b. During Non-Working . -»rs. All

privileged informatica must bs locked In

en approvad secure files erexorin 2n
apcroved seczre [iles contelrner during
non-working bours. :

10. Docuntent Hengdéé:x‘on

Pr{vﬂagsd'ﬁomgﬂqu docemests will

be reprocuced only s required in the
parformancs of ofical business. aad

cnly by the Diractos, Office on §zoking

&ad Health. .
11. Documenl Disgosition '

The documents provided to the
Depattment in accerdance wits Secden
7, of the Faderal Clgarette Labalicg aad
Advertising Act, s added by section
§(a) of Pub. L. 03—-474 t2e

" Comprebensive-Smoking Educetion Act

shell bhe meintained in accordznce with

{he Offics of the Assistant Secretary for o
Health, Public Health Bervics Racards

Conlzal Scheduls, section 8, Spaciel
Staif Progzams.

12, Viola'ion

The loss or misuse of privilezed
inforiation.may seriously hamper the

. Departmezt of Health and Huzman

. Sarvices ia the conduct of-fts mission

~

. Employees failing tc comply to vith the -

provisicns of this Guide or of ¥
established control systams- az2 subject
to action commensurata wita the

reciousness of the violation, inchuding =*

sciplinary action and crimizel
penelties under 18 U.S.C. 1505

AHachment A—Commitment To Protact

ConRdentizl Informationontka * . -,
.Ingredlests Added to Tobacco iz the

Manufacturs of Cigareties
Whereas zccess to confideniial
information in the files of the Fublic
Eealth 8arvica is required In the
performence of official duties, ]
on this = deyei «
~__1a_ héersby egres thatIshell

. mot further release, pudlish, copy, oz

discloge such information, axd thel I .
shall protect such informatenin . °
accordance with the provisiozs of 18.-
U.S.C. 1905, 6 US.C. 52(b)(4), a=d th=
Public Kealth Service Guics fox the

*.Coatrdl of Confidental Infor=alion ¢
the Ingtedients Added to Tobacco iz &2 -

Menufacture of Clgersties. ’
I understard the provislons of18

U.8.C. 1505, 5 U.S.C. 552(b)(4), sze tee .

PHS gulde, acd that I am subjact to
peaalties prascribed by law for azy
violaficns thereof, g

Sy
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Signed:

Dates
“Nitnessed by:

are
Attachmant B—Racaipt for Confidantial
Information on the Ingradizats Added to
Tobaceo in the Manufacture of © .
Cigarsties

To: Disector, Ofiica on Smokizg end
Heglth, Office of the Assistant
Secratary for Health, Rockville,

.. Maryland 20857

Froe:

Receipt of the following privilaged

Information is hareby ackacwiacdged:.

Fils & -

Descsiption ¢f Information

S.::'Lit‘:ipated Data-of Retwn

Altachmaant C—Authority To Removs
Confidaatial Inforraation o3 the
Ingredients Added to Tobaczo la ths
Manufacture of Clgarsttes

* (name) of ————— .
fgovernment agency or cEica) Is bereby
granted the authority to bave the
followizg privileged Information in his/
her pessonal possassion from ——

(hours), (date) to
- (kouzs}, (dzta).
Jescribad Privileged Informatioe: -
Jocument Numbaz:
Titles :
_This information will be vsed fors
Authasizad by

Directer, Office on S=oking snd Health
Dete: e
"[FR Doc. 85-25715 Filed 13-3-35; :43 am]
BILLING CSCT 4180~17-U

Esod and Drug Administratlon

Midicel® Tablats; Withdrawal of
Approval of NADA .

AQ2NeY: Fcod and Drug Ad=inistratica.
AcTiON: Notize. ;

SUMIARY! The Food and D-ug
Administration (FDA) ls withdrawing
approvel of a new erimal drug
application (NADA) spoizered by .
Parke-Davis covering use of Midicel®
Tablsts (sulfarsthoxypyr{dazine) in
treating dogs and cats for sulfa- -

* susceptible, gram-positiva exd gram-
egalive, bacteris] {nfacticns, The

sponsor requested the withdsawalof -
[ L ..

approval. )
‘FFECTIVE DATE: December 13, 1835,

_ -CR FUXTHZR IHFOAMATION CONTACTY
John K. Augsburg, Center for Velarinary
Medicine (HrV=218), Food end Drug.
Administration, 5600 Fishars Lano,
Rockville, MD 20887, 501433033

—

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

‘Midicei® Tablats

(sulfsmetnoxypyridazine) in treeting
dogs acd cats for suifa-susceptible,
gram-positive and gram-negative, -
bacterial injections. :

Tas spplication was originally

" epproved Fabraary 8, 1963, In a leiter

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

.. because the drug is =0 Tonger being

marksted,

Therefore, mder the Federal Feog, - .
Drug, and Cosmeile Act (sec. 512(e). 82
Stat, 343~547 (21 U.S.C. 386b(g)) and’
under autherity delegated to the -
Comxissicner of Foed and Drugs (21
CFR 3.10) 2=d redelegatad to the Ceater
for Vaterinary Medicine (21 CFR. 5.84),
ard In accenance with § 514,415 .
Withdrewel of cpproval of appcations
(21 CFR 514.115), notics is given that
approval of NADA 12-821 for Midicel®
Tablals [suliamsthoxypyridazins) is
heraby vithdrawn, sifective Decembir
18, 1585, .

Iz a fine] rule publishad elsewhezs in
this {ssue of the Federal Registes, the
reguiztion reflecting this approvel is
rergovec T

+ Dates: Novamben 28,1533,

Gersld 3. Guast,

Ac¥ng Dirscicy, Center for Vaterincry
Medielze, .

[FR Doc 65-28234 Filed 12-2-85; 8:43 arz)
BLLING COOE {180-91-2 .

Yortech FharmE&ceutlcale, Ltd,
Cichlsrophans and Teluene Capsulas;

' Withdrawal ol‘Approval

AczNCY: Food and Drug Admizistation.

= CTICN: Notise. .

. suMnaARY: The Food end Drug

Administstion (tDA) Is withdrawing
approval of 3 new enimal drvg
2ppilcation (NADA) spensored by
Varteck Phamaceuticals, Lid, (formerly
sponsored oy North American
Pharmscel}, for dichlorophena end
solusca capsules, The drm requastag the
withdszwal of approval. -

EFFECTIVE DATE: Decamber 13, 1985.

FOR PURTHER INFORMATIOX CONTACT:

"Jokn Augsburg, Center for Velesiary |

Mediciae (HFY-218), Food and Drug

. Adminisiration, 68C0 Fishers Lane, .

Rockvills, MD 20857, 301-§43-4088.
SUPPLERINTARY INFORMATION: Vortech
Sarrmaceutcals, Ltd., P.O. Bax 189, -
Dearbem, Ml 48121, Informed FDA, by..

le!!c:- dated July 28,1983, thal it hed
purchased the assels of North Americen

Phermacal, 8851 Chass Rd.. Dewrbom,
M 48128, {n Juna 1982. At the Girme it
wags purchaged, North Americsin
Pharmacat was the sponsor of NADA
110-738 for PETAVERM Cazstilas
(dichlotophene and toluers) laveled 25
an anthelmintic for dogs aad Qats.
Yortach Pharmacsuticals, LEJd. statad.
by letter dated July 8, 1985, that
PETAVERM has never besn beought to
markst and {z not 1{:{1 uge, end the'
company requested that tae
withdrawn. o Srig'be
Therefare, undar the Fader=l Focd, -
Drug, and Cesmetic Act (sec. $22(a), 82
Stat. 345-347 (21 U.S.C. 850b()}] 2nd

- under authority dslegated to the

Comszissionier of Food &nd Diugs (23 -
CFR 5.10) and r2dalegated to 52 Canter
for Vetarinery Medicins (21 CFR 5.84)

*and In accordancs with § 512,413

Withdresvel of accreval of osplizstie:
(21 CFR 514118}, notice is'rgg‘sén E*.'atc“
epproval of NADA 110-738 &ad 2!
supplements thersto {shereyy
withdrewn, effective DecomYe; 18, 3935,
In a finzl rule publishad eisawhass in
thig jssus of the Fedesal Regdster, FDA is
ramoving thet portion of tae regulaticns
that raflacts this NADA apgrovel,
Dated: Noverber 23, 1325,
Gerald B. Guest, '
Acling Directer, Cantor for Vadaninary
Medicids, Ry
[FR Dos. 8522832 File 12-2-3%: 8:43 s}
DILLING COCE {1§&-01-K )
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" -DEPARTMENT OF HOUSING AND

URSAN DEYELOPMENT
[Decket Ne, 1-35-138] .

Intendsd Environmantal kmpect
Statemant .

Tbe Depestzent of Howtang acd
Urban Development gives notice that an
Environmental Impact Statement (EIS) ia
fateaded to be preparad by the cities ¢f
Auvburn Hills and Rocheste: Hitle,
Oakland Caunty, Michigaw, for the
Qskland Technology Park under tze

" HUD programs as described in tha

append!x of the Noticz. This ncticz {s
gsgixad by thla Counci on

vironmenls] Quality under itz rula (4
CFR Part 1500), 4 ,' ) e 40

Interosted icdividuels, governmantal
agencles, and private organizalicss are
Iavited to submit Iciormation end
corzments conceraing the pasculés
project to the specific person or addsess

- indicated n the epproptiate past cithe

appendix,
Pasticularly solicitad I3 Information on

reports or otker environmerte] stuciss

plerned or completad in the project



