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u.s. DEPARTMENT OF HEALTH AND HUMAN SERVICES

hds Administration on Developmental Disabilities
.

1. Log No. ADD-IM-S5- 7 2. Issuance Date: 7/30/85

human 3. Originating Office: Administr~tion on Developmental
development. ~- ~-~".'-~.,,_....D1sabilJ.ties

4. Key (ord: FY 1985 ~~ 5. Formula Grantsservices Reallotment

6. ---.....-.~------/ 7.

INFORMATION MEMORANDUM

(,

TO:

SUBJECT:

CONTENT:

Directors, state Administering Agencies
Executive Directors, State Planning councils
Chairpersons, State Planning Councils
Directors, State protection and Advocacy Agencies

Federal Re~ister "Notice of Intent to Reallot
Basic Support and Protection and Advocacy Funds
to States for Developmental Disabilities"

Attached is a copy of the Administration on
Developmental Disabilities l Notice of intent to
reallot Developmental Disabilities Formula Grant,
'funds for Fiscal Year 1985 published in the
Federal Register on July 18, 1985.

Also a~tached is a table that gives the
tentative reallotment of funds based on the
allotment of the Trust Territory of the pacific
Islands, a non-participating jurisdiction. If
anyState(s) indicates in writing that it will
not be able to use all ~he funds already

rovided to them, such amounts will be sirni1~rly

reallotted. In order for a State to receive 'a
reallotment, the written notice must be
submitted no later than August 19, 1985 (30 days
from date of the Federal Register publication).

RECEIVED

AUG 0 6 1985
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_Am In accordlnce fth the .
requirement. of the Prine Act, the
ornce of the Alli.tant 51 aty for
H.alth (OASH) i. publi,hing oUce of I
propoaal to Htabliah a new ac)' Act
I)"tem ofrecordJ ot-37~7.
''Proceediap of the Board for.CO cUon
of Public Health Service Commill ned
Corp. Recorda. HHS/OASH/OM," his
.,.tem. which .h•• been ••ub.ystem
.nder another .)'.tem of record•. will
continue to be UIId to review and act
requtltl to correct aUII'd errol't or

PrtwMyAot
IIeoorcII

MINCY: DtP8l1JD t of Htllth and
Human Service., S1: Public Health
Service, (PHS).
ACTION: Notiftc.lion "tlbU.hment of
a new Privacy Act ')'It

liver. Ia remll PSM/N rall. there wa.
«HM .vidence ofctl1'Ci"Ofenicfty
becauIe Telone II- caUHd an in led
lacldence of lquamoUJ ciu ppm as
of the fONltalDlcb. Tba expertm t in
mal. BICaF...wu conalde d to be
u ~':=O/C01Ci nicity
r.cauae til Ial"VtVlI the
wbJcle aMItroI~.Hower. there
• a..... IDdIciUon In th lie mice of
T.lone o-......Id IDem I of
tnn,ltloul cell '1 of the
urinary bladder. IqU cell
papWoma. of the fl tomach, and
alveolar/bronchiola adenoma. and
carcinoma. of the I ,There WI' clear
."Idence 0/corel nicity for female
IICIFI mice••In Telon, U· elu.ed
merealtd Ineid CII of trlnalUonl1 cell
carcinoml' of e urinary bladder:
Telone U· .1 inere...d the incidencea
of alveolarl ronchlolaf adenoma. of the
Juna and 0 IqUlimou. cell P'PUJomll or
carcinom • of the foreltomach in the
female ceo Telone D·.related non·
neopla ic Inlont Included ba..1cel.l or
hype a.la in the fore.tom.ch of mIle
and mil rat. and male and female
ali Ind epithelial hyperpla.la of the

al')' bl.dder in male and famale
ceo
Copies of Toxt'coJDBY and

Coreinosene.I, Studi,s of TeJone II- in
F344/N Rat, Ind B5C3Fl Mice (Gavage

tudie,) (T.R. 1119) are Ivanable without
111' from the NTP Public Wonnltlon
Ice. M.D. B2-oOt. P.O. lox t~3,

R earch TrilnaIe Park. NC, 27109.
Tel hone (119) 541-391itt. n5: 829-3991 ~

Oat : luJy 10, 1185.
David RaU.
DirflCtDr,
[PR Doc. 110M Flied ,.-,,~: 8:4S 1m}
~OODI "H"

d1nI St.1looIa _ ....RodMU.
e, Ittbelda. Narrlaad'" (1D'1)

PubIc ........ ..-.1Die
.......TO~ProgrMa;
Av • hIIty orT~ Report
ToxloototrMMI~
Stull•• of T..... Ib

The HHS' National Toxicology
Proarlm toclar announce. the
availability 0 tbe teclmic.l report
dHcribed toxicoJOIY and carelnotene,
ltueliel of Telon U· (Technicel-Gr.de
l,3-Dicbloropropene containinl I.ow.
eplchJoroh)'drin a, I Stablillzer). Tone
U· i. widely ""ed In qricuJture a, 'on
lumialnt for parl,ltlc plant nem .el.
t,s.Dicbloropropene, a mixture CII
and tran, llOIIIen. " a clear, t .trlw·
ooloNd liquid with • ptDetrl .
IrritltiJ;ls, chloroform-Uke od rand i.
allO found in n-D- and Vo X- IOU
fwala.ntl.

Toxicol. Ind carcln nlli. 'hldi..
of Telone De were cond cted b)'
adminl.terlna the co ercill1P'lde
forumJatlon In com 0 b, .av... to
pup' of 5Z male 5Z fem.le P334/N
rall at doe. of0. or eo ma/ka and to
POUPI of10 male nd 10 female BeC3F.
mice at do.., of 10. or 100 ma/ka.
Do... were a .tered three tim••
per week for weeki. Ancillary
ltudiel were ucted In which dOli
poupa con flve mal. and nve
fem.le ra were ed after Telone U·
for 8, Ie. ,zt. or Z7 month,.

Under e condition. of the.. ,IV.,.
ltudi.. the,. Wa' oltKJr evident» 01 .
QQ1'Cf enicity for male FaM/M rat•. a.
lncIi ted b)' Telon' Ue·nlated
In Illd incidence of 1QUlJD0u, cell
p moma. and caricinoma. of the
fe .tomach, •• well a. In Inere.aed

cidence of neopla.tic nodulll of the

:;=:~""':. a....... 1awltb 0N8 Qraular A-7'I. a
ClDIt IIICbedu1Id for the
UY. Ienaace aDd ....ted
..m... be compltttd bJ JIDUU)'
t-. 'I1a1I vit)' lac1ude.
adminl.tn IDIJDteauce. npair•.
lupectiou tlDllPDC)' ..mce work
lor .lev.ton. letors. dumbwalten.
auto.-tic doo wfDdow wuhJ.Da
ecalfolcll and a mated materiel
-_')'Item..

'I'be activit)' i. I
IDItltutll of Health.
Maryland.

Dlttd: lui)' •• 1185,
t-•. Wpp.rtkn,
Ditw:lDr. Noti()IJQ} /Mtitu..
[PR Doc. ....,7m3 Filed 1-11
~OODI.,...WI

,edInJ .....ter I Vol. 10. No. lSI , 'I1aunda)'. July 11. 1185 I Notice.

frame Dr the
er

t Dr. Kendlll
tary.

AaMCY: N Uonallllltitu
DHHS.
ACTION: otice of Review dule.

.nu. notice identift a co.t
compl .on .tudy for. comme iall
Indu. ,I activity by the N.tlon I
IRati tel of He.lth durina PlICal ear
1 Thl. ltud)' wiU be In accord ce
wi Office of Maaqement and et
C ular A';'18.

NIITHUI ......11CMI CONT
&aa k.nnedY. Divi.ion ondanaReme t
Policy. N.lion.llnltitutll of Health.

Avenue SW.. Room Mtr•• tDIH Blda.•
W~on. D.C. 2D201. o'

IfI SC.t. fIJ1I to~ written
DOlice •• lDdfcated above b)' AUlUlt 1..
t•. that Stlte will Dot NCli~1
additional fund. UDder the flacIJ 'Iar
t. reaUocation of fuDda,
... ...,...~".CDrfACT:Be"" J. Mobl.)'. lD) Ml-7I2IO.
(Catalos of FedIfaI DalDlltIc: AulltaDce
....m No. 1J-QO Oe¥eJopIMnttl
Di..bllitl.......lc Support aDd Advocacy
erutt)

Dated: July 11. 1185,
... tt. ....
CINI'Imiaione,. AdminJ.trolioll OIl
DevelopmentalDiMlbiJitj~•.

Approved: JuI)' 11, 1185.
(PR Doc.•'1OlN Filed 7-17-15; 1:45 un)
~OllGI.....WI

'~JV'
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0ftI0e of HumIn DewIoprMnt.....
IIant To RMIot..-Support ...
~Mel Advocac:y , to
ItatM for DweIopmentII DIIUIItIea
bpencIIurw

AIIIICf: AdmJniItntion on
Develaplllental DiNbdttie.. Office of
Hwnan Dnelopment Senicel. HHS.
ACTIOIC Notice of luteDt to reallot fund•.

__MY: The AdmiDiltratfon on
Developmental DiaabWtie. herein gives
DOtice of iDlent to reaDot fund, which
wOl Dot be IlHd by the Trust Territorie.
of Ibe Pacific and any other Statea prior
to September 30. 11185, iD accordance
wfth aec:tlon U5(dJ of the
Developmental DiHbi1Jtiet AiafataDce
and Bill of RJshti Act of '1t11K, PUb. L 88- .
1Z7. To be conafd.red for IWCtIfpt of
.dditional funclt under tbII N811obaant,
Ncb State IDUIt prmtde ?be fGUowiDB
1DI00000tioD in wrI_

(1) The amount of fundt Iblt will not
be obJ!s.ted prior to September 30, '1985.
aDder Itl Ipproved State PlIn. If .n
funda wdl be obtipted. provide a
ltatement to that effect;

(2) If eddi.tfoaa1 faaclt coWd be ued
ad oblfaated prior to September 30,
1885: or

(I) A ltatement that no .dditlonal
fUDclt are needed.

'I1te Wonaation provided will be aNd
. to caJcalate til. amount. to be reallotted
. _ dlb laformatiOri should be
Iutalttad no later than (30 day, from

.*te of publication) 10: Bett)' J. Mobley,
GraDti and Conuaclt Management
Divt.ion, Mce of Human Development
5enicet. Pepemeat of Health and
HWMh Servicn. !DO Independence

.............. lDtIIt'............ t1t1Jlcrnb- to 1111 (4In .
_), exteDdiq th. time for cc....1\t
to'.b~A ........_.~~
., tile ADIIMI Htaltll1Dltltlltt ) ill
.letllr.......,.,...,..~ lie
with till 0Q.r:k1tl .... • 2 ).

In ..........eet........., .. _loa
me with th. DacIte.. t
.....). NIl NqHIted.
atIDIkJa ", time .., a
CVM to di.euII the IUklllaftn
believed II would be fiela! to hid
an opeDpublJc III IDd FDA
=~ed.DOtice ID F.s.nJ

ofWarc:b 88Z (.7 Fa 1157),
lI1Douncm,a ID' to be held OD May
St, 1ll8Z, ID Rock e, MD, and
extending the e for ClUIIlIMIIt to July
.. 188Z. Tbll m ling ....... ad i.
IUDIIDU'iud memoranda that are em
me with tilt MlDlriemeat
..-..acb.

Twel". ttan CODtaIDIDa ..........ta
were Fe ived from drva mauW.ctW"erl,
profe. naJ oraudzations. ?be AHL end
?be N 'onal Mutitil CouDcil. A
I aJ')' or the aJ.pJfjeut com,...,."
an e a,pDCY'1 relpoue. II OD file

theDocketa Manqemaut Bruch.
The guideline replace. I pidelme

ntitled "CaideUne for BoYine Ahti·
Mlltiti. Productl: 1173 RewiNd,-

Tbi. notice of nall.b1Uty illuued
der zt CFR 1D.8O(b). which provide•
r ute of pJdetlne. to tttabU.h

duret of pnera! .pplicabilltY that
ot legeI requiremeDti but are

a table to tile qenC)'. SpoI*)rI may
..I)' n a ,wdeliDe with the UIUlULCe
abat Ii pretentl procedurea acceptable
to the ~ (He Z1 aa 1OJI)).1f.
lpolllOf evet that altemative
proced are alto Ipplicahle.·.
IUldellne • not preclude I .~
tn.l pun the altemltive
proceduret. auch drcua.....".,
bowever, the IDCOIIlapI
lPOnaon to &be altemative
~ ill witb PDA to
PNftDt 'hft""'r IDd
..... ,. eM y latar be fouDd
an.cceptable. .
~"I- .•uy ....

nbmtt addltic8al • cu.ne" 011
the ....1Itiae to the tI
N.I\.II MIll Bruch. a.aeata
.wiII be cauidend iD • If
further revi..... 01.... line are.......... •..-su.. Mabmit
twe ..... (ac:ept thet iDd ..y
-.bmM II:aIIe copiee) ideDtI with the
docket nUllbir 'GUIld in bnelle ... the
beactinl 01 dI.. doctaMtJt. Rece .
comm y be Men In the eta
Man 8raN:b 1rcIm ••••. top.JL."'" !IaIvtF PriM)'.

... , YoL·. ND. '131 ''!banda" July te. ,_ I Noticet

reodadlJNl
C'DA)••• i'M .......

• plcIeIa. .-titled
ti"'ectM~

PNdIaI"-Dn aI~ Td"
'.CalUrIor

Veterinary)'~=:t= (CVN). The
pidtliDe eli tile .". • da..
Nquired ao .....b· -.t uima1
ulety ad effectiv or anti4dectlve
dn1p ...... for- ....tID ad ClDDtrol of
tafectioul boriae .I.ti . TbiI
pidelioe iI. re¥iIioD 1111 draft
IUideliDe entitled - t.I Dnp
lor IDtr.mamml'l' ' wbich
ducribed IUCb required de .n.e
q.1IoC)' II iHuiaI 1M reviled iWc:lellile
under I diff"Dt ... to be teutwi'" CUD'IIltt~.
""U' The cInft ud flu]
pideliDe aDd CDmmeata .re 8VIIi1*.b
for pIIbI.k: elUllliDatiH .. t.thlD'
written collDDlD1...y be Abmit
and reque.t. for 'inale copte. may
.ent to. the Docketa Waoqement
Branch (HFA-306), Food IDd DnIa
Adainiatntior&. RIll. t-ez, 5800 Pi...
LaDe, RDcbWe, WD 2OIS7.
.. fIUIIInB ...an IUTICMI cc.nAC'r.
Donald ~ Cable. center fur Veltmil·uri
Mediciae (HFV-t30), Food and
Admiaiatration. !800 Pkben Lane.
Rockville, MD Z0857, 3Ot~141
8UPfIUIIENTAity INFOIIIIAnotI:
Federal Food. DruI. and Co.m IC Act
(the act) requiru that. DeW al ....
be the .ubject of an .pprov new
animal drug application (N A) before
it may be marketed in int tate
commerce. Section 51.2( 1) olllle .ct
(21 U.S.C. 360b(b)(l)) re uire.....t NdI
NADA include full re rtf of
inve....at.. that tMt ... dnB II
ufe Iftd efrecttve .... Iecflan 511(d)
of the let (21 U.S. . 380b(d) d.cribet
dae crileril that t be met before I

new .niJMl mar be approved.
tndudina th.t be ufe and effective for
UN •• tabele Section I1U(bJ(B) fA the
Inim.1 dn1I eliou (21 QIR
51Utb)(I) 1M: effec:tt"....
req8ire c. for .n NADA.

III the .ral .......mOCtober ..
1881 ( 10152), FDA pllblillhed •
-icftbf .v....bUity of I .-aft nviHd
pJd' CIDDCemi"l dile evahaation of
• iCl'Dbtal .... 1ar lalramanuury
in lion (infecUou bon. ...fitia) .1

ated to ""1 Rimal ..fety nd
ffectiYeDeN. n. ROb IOIiated

comment. by nec..ber1, un, FDA

/IIf1~fecI"lIovInI * _ Product
Otvell.,raenlli An""" of C)elH4.

A8lIlC''I\Food "'DN1 Ad , .........
~ ..

, .
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-
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INQUIRIES TO: Bettye Mobley
Chief, Formula Grants Management Branch
Division of Grants and Contracts Management
Office of Management Services
Telephone: (202) 245-7220

C\~A,.t '::J,I.~&~~~:.v__
~. Eft~r, ph.D.
Commissioner
Administration on Developmental

Disabil ties

Attachments

cc: Regional Administrators, HDS, Regions III, VI, VII, IX
Regional program Directors, ADD, Regions III, VI, VII, IX



FY 1985 ADD TENTATIVE REALLOTMENT
(Reallotment of Trust Territory Funds to Other Grantee)

l

\

Alabama ••••••••••••••••••
Alaska •••••••••••••••••••
American Samoa •••••••••••
Arizona ••••••••••••••••••
Arkansas •••••••••••••••••
California •••••••••••••••
Colorado •••••••••••••••••
Connecticut ••••••••••••••
Delaware •••••••••••••••••
Dis±rict of Columbia.•••••
Florida ••••••••••••••••••
Georgia ••••••••••••••••••
Guam •••••••••••••••••••••
Hawaii •••••••••••••••••••
Idaho ••••••••••••••••••••
Illinois •••••••••••••••••
Indiana •••••••••••••••.••
Iowa •••••••••••••••••••••
Kansas •••••••••••.•••••••
Kentucky •••••••••••••••••
Louisiana •••..••.•••.•.•.
Maine ••••••••••••••••••••
Maryland •••••••••••••••••
Massachusetts •••••.••.•••
Michigan •••••••••••.•••••
Minnesota ••••••••••••••••
Mississippi ••••••••••••••
Missouri •••••••••••••••••
Montana ••••••••••••••.•••
Nebraska •••••••••••••••••
Nevada •••••••••••••••••••
New Hampshire ••••••••••••
New Jersey •••••••••••••••
New Mexico •••••••••••••••
New York ••••••••••••••••.
North Carolina •••••••••••
North Dakota •••••••••••••
Northern Mariana Islands •
Ohio •••••••••••••••••••••
Oklahoma •••••••••••••••••
Oregon •••••••••••••••••••
pennsylvania •••••••••••••
Puerto Rico ••••••••••••••
Rhode Island •••••••••••••
South Carolina •••••••••••
South Dakota •••••••••••••
Tennessee ••••••••••••••••
Texas ••••••••••••••••••••
Trust Territory ••••••••••
Utah ••••••••••••••••.••••
Vermont ••••••••••••.•••••
Virginia •••••••••••••••••
Virgin Islands •••••.•••••
Washington •••••••••••••••
West Virginia •••••••.••••
Wisconsin •••••••••.••••.•
Wyoming ••••••••••••••••••

Basic
Support

4,045
1,185

632
2,041
2,330

15,385
1,836
2,116
1,185
1,185
7,435
4,951

632
1,185
1,185
8,050
4,577
2,411
1,756
3,793
3,794
1,185
2,880
4,290
7,252
3,-136
2,831
4,204
1,185
1,275
1,185
1,185
5,039
1,236

13,448
5,709
1,185

632
8,809
2,439
1,973
9,951
6,636
1,185
3,152
1,185
4,479

10,663
-0-

1,387
1,185
4,251

632
2,842
2,284
3,897
1,185

protection and
Advocacy

1,435
878
468
878
878

5,460
878
878
878
878

2,641
1,757

468
878
878

2,857
1,625

90S
878

1,345
1,346

878
1,023
1,522
2,573
1,113
1,005
1,492

878
878
878
878

1,788
878

4,770
2,026

878
468

3,126
878
878

3,530
2,355

878
1,119

878
1,590
3,787
-0-

878
878

1,509
468

1,026
948

1,383
878



Intent To Reallot ...1uppOrt ....
Protection Mel Actvocacy Funde to
..... for DewIopmental ot.abIIUee
EJtpendtturee

A8INC1': AdmiDittntion on
Developmental Dilabtlllie.. Offk:e of
Human DevelopmeDt Services. tDiS.
AC'nOII: Notice of intent to reallot fundI.

.....Atw: The Adm1niatration on
Developmental Disabilitiell herein gives
DOtice of Intent to reallot funds which
wlU not be uaed by the Trost Territoriel
of the Pacific and any other States prior
to September 30. 1885, ill accordance
with section U5(d) of the
Developmental DisabOJlies ANistance
and Bill of Right. Act of 1984, Pub. L 88
527. To be conaidered for recetpt of
additional fund. under tlUt nelJGtment,
ncb State mu.t prcmde the faUowlDa
InfOllDltioD ill writiar-

(1) The amount of funde Ib.t will not
be obillated prior to September 30, 1985.
under ita approved State Plan. If an
fund. wID be obtiptecJ, provide a
.tatement to that effect;
. (2) If additiOD&1 fuDdJ could be ued
ud obligated prior to September 30,
1985: or

(3) A Itatement that no additional
fwula are needed.

The Wormalion provided will be Dsed
to calcalall the amounts to be reallotted

. and tbfIlDformation should be
lubmJtted no later than (30 dayll from

.date 01 publication) 10: Betty J. Mobley,
GraDt. Ind Contractt Management
Dlv'-km, OfBce of Haman Development
Seme.. Department of Health and
Hwntln Senrices. ZOO Independence

=.UIIca III tile rllllnlC1tDwwsnbft .,1111 (. fa .
Il108), extendiDa the time lor CClII-.M
toFeb~"'''1-.1_.1IilIl-"
br the AaIiMl Health lMttta. Jin
ale....ad. Now ." me
with the DQLcketl r-t ).

In a a.tter dllted , •....,... lIZ (on
flIe with the Docken t
BraDch). NIl reqHlted •
extenJion of time ad • tina wtth
CYM to diecun the e. CVM
beUeved Jt would be be ticial to hold
a open pubUc .Ill lind FDA
pubU.hed I notice In , .....
.....ofM.n:b 98Z (t, fit 8857),
UlDOunclq • mee to be held OIl May
19. 1982.. In. Rock e, MD. and
extendins the e for CDIIIIIHlIIt to July
.. 1982. The m tins ...MId ad i.
.ummariud memoranda that are on
file with the eta Mauiement
Branch.

Twelve tlert COIltain.lD& coaunenta
were re ived from druI manufacturers,
profe.. nal Ol'lantntiOlll, the AHI, ed
the N onal Mulitil Couoc:il. A
• Ill')' of the Ifpfficut CODUD8Dta
an e apncy's re.poues II on me

the Dockets Managemut Branc:h.
The JUideUne replaces. BUideJine
titled "Gaideline for Bcmne Antl

Mattitis Producta: 11173 Revised,"
This notice of availability 'I lilued
der Z1 CPR 10.90(b). wbJch provides
r un or guidelines to ..tabU.h

duret ofaenual applicabilitY that
ot lesal requirements but are

a table to ~e agenc)'. Spomors D;Ul)'
nl)' n a pldeline with the ueurance
tbatll pnlltnta procedu.rel acceptable
to the mcy (He Z1 CFR 10.80).11 •
.pontor ev.. that alternative
proced are alto Ipplicable,·.
suldeUne I not preclude. 'poDIOf
from pur. the altel'D8live
procedlU'el. auch circuIDIl'ncet,
bowevv, the aqr tnCOUnIea
1,0l1IOI'I to thI altemative
JII'C)OIdIreI m with PDA to
preVent the . 'tun or• .., aad
effort Jar work .... y law be foaDd
unaccepta.bIe. .

IDternted "l'IOIII .at lIlY ....
abmtt additioMl •~.. on
the lUktatiDe to the II
Manapnent Bruch. aBIDIIltl
wm be caulderecl ill dt if
·further revialoat ol.. line are
~ a-.paadent, IUbmit
two~ (except th.t iDdi . may
tubmit amp copiee) ideotlfl with. the
docket DUiber fcnmd tn bncke iR the
bea_ 01 thil docament. Rec:e .
commen&l ••y be Men In the eta
Mans, ...... 8nftr:h ftom • un. fo
p.m., Neaday lUotIh Priday.

....... RIJ Iet·/ YoL·I8. No. 138 I Tbunday, JulY t& 1_ I Notion

PeodudDni
1f'DA} .. •...iQllClaa die

a pdeliDe Iatttled
ti-laftlCltift BoviDe

tot.tUlia I'roltudl DnU, nt"
prepared "'FD ',CeDt. for
Veterinary . (CVM). The
lUidtUne 1M a,pe 01 data
Nquired 10 ....b ~t uimal
,afet)' and effec:tiv of antHDfective
drup ued for treatm andCODtroI ol
imectioul boviDe .I.ti . This
guideline .. al'e'llWoa 111t draft
IUideliDe entided " iaI Dnp
lor IDtramallUlW)' , wbicll
deacribed·MlCb required cia . Tbe
IseDCJ ... iNuiDI the reviMd iWlliellille
under a different tiale to be ittat
wiUll:UD'8Dt t~logy.
....11: Tbe draft ad fiDa)
guideliDe aDd CDlIIIDIDlJ are~~
for pablic eUlliDatioa ... t.ther
YIoTitten COllllDellt. may be labmit
and requestt for .ingle copies may
lent to, the Docbta Wanqement
Branch (HFA-306). Food and IlnIs
AdIIWU.tratim, RID. 4-8l, 5800 Pilll..
LaDe. Roc:bille, ND 20857.
POll PURTHIR .amUTIOII COtCTACT:
Donald fi.. Clble, Center for Ve,tail'uft
Medlcme (HFV-l30), Food and
AdmlniatratioD. 1800 PHberI Lane,
Rockville. MD 20857. 301-443-141
IUPPLaMINTAilY INfCHIMAT'IOII:
Federal Food. Drua, and eo.m Ie: Act
(the act) requiru that • new al dnaa
be the subject of an approve new
animal drug application (N A) before
it may be marketed in tnt tate
commerce. Section 512( 1) ollb. act
(21 U.S.C. 360b(b)(l)) re uirell that eac:b
NADA Include fun re rts of
lnvestigatkma that tM1 die dns Ie
'afe and efrecttve ue.1eeticln 51Z(d)
of the act (21 U.S. . 380b(d)} deIcribet
1M crileria that t be met before I
new animal may be approved.
including thet be ..fe and effective for
use .slabele . Section S14.t(b)(8) oftlae
.nim.1 cbvs ado. (21 en
SlU(b)(8) tM efrecttVenetl
reqaire t.1or .n NADA.

In the ..raJ ....... 01 October"
1981 [ FR 1OtS2). FDA ptlbli8hed a
aati aVlilability of I .aft reviMd
guld' CODCeming tbe evaluation of
a lcrobial druss lor iallalDanuury
in sion (tnfectiou bo¥iRe ...tm.) ..

ated to tarset ..baa) Mfety and
ffectfvelme. The ROb eoIicited

comment. by December1. Wi, FDA

lIo.a1D-1D)

~===80wIM ProduaID Avr·' of0.......

AGllICl\Food ...DnII A&hdII.blltlora.
acnDIt ..

I.

-

(

(



liver. In femat F334/N ra". there wal
MJIlf' ,vidence 01careinosenicity
becauae Telone Ue Clulld an inc sed
incidence of Iquamou. cell paplll 88
of the fONItomach. The experim t in
aaale BlIC3F. mice wu conaide d to be
an inadequate Mudy 0/corein nicity
iecauae of I'eCIac.d lurvtval the
..bid. caa1roIlf'OIIp. Hower, there
w.. 101M iDdIc8t:1on in th ale mice of
Telone II-·related iDcna • of
lran.ltional ceO carciDo a. of the
urinary bladder. Iqua • cell
papilloma. of the fo 'omach. and
alveolar/bronchiole .denoma. and
carcinoma. of the I . There was clear
.vidence 01CQrei enicity for female
BeC3F1 mice, lin e Telone lie cau.ed
increated incld etl of tranllUonal cell
carcinomas of e urinary bladder.
Telon. ue ,I 'ntrea.ed the incidences
of alveolarl ronchiolar Idenomas of the
lung and 0 aquamoul cell papillomas or
carclnom I of the foreltomacb In the
female ceo Telone Ue·related non
neopla Ic letiona included balal ce~1 or
hype aaia In the fore.tomacb of male
.nd mal rat. and male .nd female
mi and epithelial hyperplalia of the

at)' bladder in maie and famale
ceo
Cople- of Tox.icoJOSY and

CareinOlens.i. Studies of TeJone I~ In
F3M/N Ratl and B6C3F1 Mice (Golloge

tudies] (T.R. 2S9) are available without
aile from the NTP Public Infonnation
Ice, M.D. B2-CM. P.O. Box 122~3.

R earch Trianale Park. NC, 2"09.
Tel hone (119) 541-3991. m: 829-3991:

D.t : July 10. 1885.
DlvW RalI.
Director.
(FR Doc. 17034 Flied 7-11": 8:45 em]

.ulIIO ooaI ",..t-lII

Prtv8cy Act 0 '174; Syatem of
Recorda

MDCY: Departm t of Health and
Human Servlcel, ( S). Public Health
Service. (PHS].
ACTION: Notification ,,'abll.hment of
• new Privacy Act .Ylt

_Aim In accordance ith the .
requirement. of the Privac Act, the
Office of the Alliitant Sa ary for
Health (CASH] i. pubUahins otice of a
propoMl to ettablilb I new acy Ac'
.y.lem of record. 09-37-0017,
''Proc:eedinp of the Board for Co ection
of Public Health Service Commis. ned
Corp. Recordl. HHS/OASH/OM." his
Iy.tem. which .ha. been a lubsystem
under another ',Item of recordl. will
con'lnue to be Vied to review and act
requtl'. to correct aUesed errors or

ldina 31. Room 1Bte, IIOOD Rockville
•• Betbada. Maryland .... (lOt)

PubIc ..............

NetIonII ToJdcology Program;
AVIIIltIItr of Techo... Report
Toxicology Mel C8rcInogennla
..... OfT... Ib\

The HHS' National Toxicology
Program todar announce. the
availability a the technical report
d"cribed tox.lcolO8Y and ca.rclnoaenes'
ltudles of Telon U· [Technical-Grade
1.3-D1cb1oropropene containina 1.0'J(,
epichlorobydrin al a Stablilizer]. Tone
U· I. widely u,led in asriculture al loll
fumilan' for pllaaltic plant nem des.
t.3-Dlcb1oropropene, • mixture cis
and trans llOmen, II • dear, I t .traw-
colored liquid with • penetra .
irrita~. chloroform-like od rand i.
.110 found In o-D- and Va X- lOll
fumiaants.

Tox.lcology and carcin anell. ltudies
of Telone ne were cond tted by
admlni.terina the co ercial-grade
forwnlatlon In com a by savap to
sroupe of 52 male 62 female F834/N
r." at doe. of O. or 50 ma/ka and to
IfOUP. of 50 male nd 50 female B8C3F1
mice at dOle. of 50. or 100 ma/ks.
Dole. were. ttered three tim••
per week for 1 weeki. Ancillary
ltudie. were nducted in which dOle
poupt con five male and five
female ra were led after Telone U·
for 9, 1e. •24, or 27 month•.

Under e condition. of thlle savage
Ihldie. thare wa. cleor evidence 01 .
corei enicity for male F344/M r.t•. a.
indl ted by Telone Ue·rela'ed
in a.ed incidence of IqU8JDOUI cell
p iIIoma. and caricinom.. of the
II .tomacb. a. well .1 10 inereated

cldence of Deopl8ltic nodulet of the

:;$=~IIIt'I=-..a1lOlC Ince with OMB Ctrcul.r A-7I, •
COlt i• .cheduJed for the
eleva tenaa.ce IDd related
Ml'ViCII be completed by JIDUr)'
t.e. TbiJ tiYit)' indude.
.dm!ni.1ra D, maintenance. repair•.
taapectiODI emeraeney aervicework
for el.v.ton. Iltol'l. dumbw.iten.
automatic d window wuhiAB
ICIffolcb and au mated materiel
bandlina IYltem•.

ne .ctlvit)' II I
wtltut.a of Health,
Maryland.

Dated: July I. 11185.
j..- •. w,.....,...,
DilflCtDr. Nali"nallMtJtuu.
(PR Doc. .1'7031 Filed 7-17
-.uIIlI ClODI .....t-lII

,ecIeNI R....ter I Vol. so. No. 138 I Thunday. July 18, 1885 , Notices

AQDICY: N tlonalln,tliu
DHHS.
AC'nON: otlce of Review dule.

IUI..'JI/Y:. Thi. notice Identifi a co.t
compa .on .tudy for a comme lall
indue al activity by the Nation I
In.tI tea of Health dutina FilCal ear
1 Thl••ludy will be in accord ce
wi Office of Manlllement and et
CI ular A-78.

,.."... NIOIIIIA1"IC* CONT
&na KeMedy. Divl.ion of Manaseme t
Policy. NaUonalln.tltute. of Health.

AVlnu. SW.. Room MtP.4 JnIH BIela.•
\VubinaloD, D.C. ZOZ01.

Ua StIle falll to provide wriUen
notice I. iDdlcated lbove by Auplt tl.
1115. that Stile will not neel..,e
additionll fund. under the fttcIl year
1185 reallocation of funds.
fOR~ .....'nOII CONTACT:
Beltye J. Mobley. (_) ~'220.
(CatalDI of Federal DomettIc AlaillaDCI
ProJram No.1~ Developmen~
Di..bllltlu-Blilc Support aDd Advocacy
Grant.)

Dated: July tt, 11185.
... K. ......
Commiui",..t. Admini,ttati"" 01/

DelIel""rnenttllDi,obiJili".
Approved: July 15. 11185.

(PR Doc. 15-11OlM Filed 1-11'-; 1:45 am)
-.uNO co.- .....t-lII

.'
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