System Davices Pansl.'sn FDA advisory
commities, which recommended
approval of the application. On July 28,
1980. FDA spproved the application by 8
Istter t0 the sponsor from |hc  Acting
Director of the Bureau of M
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60493
Dated: September 3, 1980. Dated: September 3. 1980
Joseph P. Hils, Joseph . Hile,
A Commissioner for Regulatory . - for Reguiatery
Affairs. Affairs.
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Davices.

A summary of the safety and
affectivaness date on which FDA's
sppeoval ls based is on file n the office

1 the Hearing Clerk (address above)
and is availsble upon request from that
office. Nequests should be identified
with the name of the device end the
Hearing Clerk docket number found in
brackets in the hesding of this
document.

P " Admini "

P y for Revisw

Section $15(d)(3) of the Federal Food.
Drug, and Cosmetic Act (the act) (21
U.S.C. 330(d)(3)) authorizes sny
interested person to petition under
section 515(g) of the act {21 US.C.
300w(g)) for administrative review of

\:oem No. 80N-8320)
8 Contaminants; Cocperative

- Agresment
Aasney: Food sand Drug Administration.
ACTION: Notice.

SUMMARY: The Food and Drug
Administration announcas its intent to
award a Cooperative Agreemant to the
Health snd Wellare, Canada. The
ose of the agreement is to provide

1 assistance to continue its study
of PCB toxicity in monkeys. The cost of
thlu Cno erative Agresment will be

for the first yeas. It is estimated
thul this agreement will extend for e
total of 2 years.

[P0 Dnc. 00-ZW0F Filed 9=11-0 948 oo
SLme COOE +939-00-8

DEPARTMENT OF THE INTERIOR

Suresu of Land Management
{CA 7081 WR)

Py Pre a4

P of
Withdrawal snd Opportunity for Publis
Mearing

September S, 19800,

A9 8 result of the review made
Ppursuant to Section 204(1) of the Federal
Land Policy and Management Act of
1978 (90 Stat. 2754: 43 US.C. 1714), the
Bureay of Land Management, U.S.
Department of the Interior.

POR we
Sandrs Cass, State Contracts and

to
continue the lollowing Public Water
R withd :

FOA's decision to approve this ‘A=  Sen Bersardins Meridian, Collfosmis
e R ey e At A SO
formal hearing under Part 12 (21 yo00 piihors tang. M 20867, Sec. . NWWNEW:
CIRPart 12) of FDA's administrative 30, Sl * Seinler.
practices and procedures regulations of L S0 0y weronMATION: The area described aggregstes
nuﬂo:’dmpuc-lmmdmAl c MNTARY !Nf i ly 85.19 acres in San Diego
action by sn independent ad: County. California. -
committee of experts. A petition must be wuﬁﬂruﬂll ;'éh;:;b“c Health _ This withdrawai was crested by
in the form of a petition for Thiu ive Order of December 31, 1912,
reconsideration of FDA action under ional wludaumndthllud!nn
1 10.39(b) (22 CFR 10.33(b)). A petitioner Fﬂhlln L._ the “mu of the settiement, nonmetalliferous location.
shall identify the form of review entry of environmental PCB's into the sale, or entry in order to preserve the
requestad (hearing or independent food supply. and the occurrence of public lands and the water thereon for
sdvisory committes) and shall submit  PCB's in mother's milk. Since one of the  Senersi public use and benefit.
with the petition supporting data and major areas of contamination is the No change in the segregative effect of
lﬁmz:-;mm:thmdha Gmluh-.hmunmtund the withdrawal or the use of the lands is
gesuine tantial issue the study represents a significant move proposed.
material fact foe resolution through to the pooling of scientific effort to For & period of 30 days from the date
administrative review. Alter revi a serious p thatisof  ©f publication of this notice. all persons
the petition, FDA will decide whather to concers to both the United Siatesand  Who wish 1o sebmit commenta.
grant or deny the petition and will Canada. suggestions, or objections in connection
sh the notice of its decizion in the Thoworhoboarrhdmtbylh ﬂﬂﬂh'mwﬂ"'w
Fodoral Rogte, I FDA grante the present theic views in
lhlmlnumnuellnt animals snd W\'m!llwm"“""""‘“w :
MMuawﬂlmuunmub offi
Toen it AN e
test & anima
e B e ] ore thutre  Boused in the labortorivs of the Notice is hersby given that an
1he review will socur, and otber details.  JOXicology Research Division. Health  opportunity for a public hesring is
" * Protection Branch (HPB). in & section -nomaummmu
Prtitioners may. at any time on oe Mlhobmmﬁﬂully edfor  proposed withd All
before October 14. 1960, fils with the the ap who desire to be
wmwmwg tn the leted New R h heard on the a-nm:u
Administrat Canter. Th-l-mhnhldpnvim must submit a written request for o
Mmhulm.\wﬂl-.mwm p inthe hearing to the undersigned offices. If the
aoples of esch petiti il nunmonlnuummn State Director, in his discretion,
data and information. identified with !he  studies with other d that a public hesring is
name of the device and the Hesring contaminants such as lead and }umﬁnd. a notice will be pubh.hcd in
Clatk docket number found in brackets  methylmercury. Thus the funds will be ‘ederal Register giving the time end
in the hesding of this documaent. used for an integral part of the HPB :lnu of such hnﬂn', The public
Recaived petitions may be seen in the study, and can only be successfully -lnnlmll scheduled and
Mice above between 9 a.m. and ¢ p.m.,  utilized if the whole project is iled d with BLM
fonday through Friday. by the HBP. Muuﬂ.s-cnonml.ul
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