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Bacterial Vacches and Toxokis, Blo:
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ACTION: No‘iro. ™

Federal Redistor / Vol a5, No.

tdninuneetie

sumMmARY: The Food and Drug
Administration (FDA) 2nnounces the
availabilitv of the final repart of the
- Panel on Pantic W of Bacterinl Vuerines
aad Toxoirds and the final report of the
Pane! on Review of Blood and Bloud
o Derivatives.
ADCRESS: Reapieats for a copy of e
final reperts oy be sent to the Dockets
Management Biunch {formerly the
Hearing Clerk’s office) (HIFA-363), Food
and Drug Administration, Rm. 4-62, 5600
Fishers Lane. Rockville, MD 20857.
FOR FURTHER INFORMATION co'emcr-
. Steven F. Falter, Bureau of Biologic

+ {HFB-620). Food and Drug
v Administration, 8805 Rockville Pike,
Bethesda, MD 20205, 301~143-13G0.
SUPPLEMENTARY INFORMATION: FDA is
announcing the a\axhbxhty to the public
of the fina! 1 reports of the Panel on
Review of Bacterial Vaccines and
Toxoids and the Panel on Review of
Blood and Biood Derivatives, as
. submitted to the Commissioner of Food
and Drugs in annordance with
§ 691.25{e) {21 CFR 601.25(e}} of the
biolugies reguL.ticns FDA has released
these two puanel reports to the Public
Citiven }4 “uith Research Group (HRG), a
- consumer research and advocacy
organizatiza. So that other interested
persor:s mey have an equal oppartunaty
for the review of these reports, FI3A is
anrouncing their avallab.hty to th
pubiic.

. These final *eports are currenﬂy
“‘under review within'the agency, and the
‘release of these reports to the public
i; should not be consideredas .. -

‘representing FDA's endorsement or’
" approval of the respective panels’
“-findings and-tessmmendations. FDA's
resporse to each panel report, including -
- any proposed actxons or disagreements
- with, or variunces from, specitic p:mel
recommon:t:
* the Federa! Register at a later datc ina
, "Propos:d Implementation of Efficacy
" Review"” for each panel report. FDA
requests that comments on the pdneTs

-reports be withhelduntil requested in
the respective implementation proposal.
Persons i ~'"Ntt~d in obfatining 2 cony

pocels Teports may wiila Lhe
ls Management Branch. Fo: d and
Dfug Adntnistration, at the addross
. above. Requests should include the -
i+ docket number found in brackets in the
< heading of this document and the title of
. the report being requested; either *Panel
on Review of Bacterial Vaccines and
-Texoids: Finai Report™ or “Panel en
Review of Blood and Blood Derivatives;
Final Report.” Appended {0 each report
is a notification that the dotument is
subject to format and editorial changes

v e

«tions will be published in ..~
; leham F. Randolph, -
© Acting Assoviate Commissioper for

roper
s

I'ridev, Novemb-

Y,

211000 f Notees 7

R VL

prior to publication in the Federal

Begister. These chanzes are desizned to

assure that the document is free of

incidental errors and conforms to the

stvlintic requirements established for

documents paa.zshrrd in the Federal

Rooister. The reports may be seenin the

Dochets Management Branch between 9

a.m. and 4 p.m., Monday threugh Friday.
Dsted: November 13, 1960.

Wiiliam F. Randalph,

Acting Associvte Conmunissioner for

Regulatory Affairs.

(¥R Doc. 80-36210 Filed 11-20-8% 8.45 am}
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Microbial Profile Systen (MPS]
spansored by Minnesota Mining an
Mﬂnufdrmrmg Co. (3M), St. Faul, M
After reviewiny the recommendatio
the Immunclogy and mrrolw«)lng
Devices Panel, FDA notificd the spo
that the application wis appioy o
because the device iod boen shown
be sufc and effectiv e for use as
recommended in the submitted label
DATE: Petitions fur administrative
review by December 22, 1980.
ADDRESS: Requests for copies of the
summary of safety and effectiveness
data and petitions for adininistrative
review may be sent to the Hearing Ch

Consumer Participation; Open Meeting
AGENCY: Food and Drug Administration.
&cTIoN: Notice,

(HIFA-305), Food and Drug
Administration, Rm. 4-62, 5600 Fisher:
Lane, Rockville, MDD 26857,

FOR FURTHER INFORMATION CONTACT:
Henry A. Goldstein, Bureau of Medica

sunARY: The Food and Drug
Administration [FDA) announces a

Devices {HFK~402}, Food and Drug
Administration, 8757 Georgia Ave.,

forthcoming consumer exchange meeting ~ Silver Spring, MD 20910, 301-427-8162.

to be chaired t by James A. Adamson,
District Director, Kansas City District
Office, Kansas City, MO. o
pate: The meeting will be held at 1 p.m.,
Wednesday, December 38, 1980,
ADDRESS: The meeting will be held at

1006 Cherry St., Kansas City, MO 64105.

FOR FURTHER INFORMATION CONTACT:
Lorena A. Meyers, Consumer Alfairs
Officer, Food and Drug Administration,
1009 Cherry St., Kansas City, MO 6-31{)6.
816-374-3817. A e,
SUPPLEMENTARY INFORMATION: The
purpose of this meeting is to encourage
dialogue between conrumers and FDA

- officials, to identify and set priorities for
..current and future health concerns, to

enhance relaticnships between local

., consumers and FDA's Kansas City  ©
District Office, and to contribute to the

. agency's pohcymakmg decxslons on vual

-j‘1ssws. " Lt .

«

Dated: l\ovcmaer 13, 1980. : '_

Rogulatory Affeirs.
{¥R Dee. 86-36211 Filed 11-20-44), 8:45 nem)
ILLING CGDE 4110-03-M

. *’above) and is available upon request 7%

SUPPLEMENTARY INFORMATION: The
sponsor, 3M, St. Paul, MN. submitted &
application for premarket approval of
~="the Microbial Profile System (MPS) { {an
. antimicrobial susceptibility test system
to FDA on September 14, 1879. The MG
" -application was reviewed by the 7
Microbiology Device Section of the . 5
Immunology and Microbiology Devices
Panel, and FDA advisory committee,
which recommended approval of the | ™
application. On July 15, 1980, FDA V‘ﬁf{’?}
approved the application by a leiter tq }
the sponsor from the Acting Dir ector of
the Bureau of Medical Devi:es.
% A summary of the safety and
effecuvmess date on which FDA's
" approval is based is on file in the':"3
~Dcn:l\ets Managemont Branch (eddress

** from that office. Requésts should be ok
identified with the name of the dewce 2o
- and the docket nuwbér?ou'td in ¥ :
. brackets in the heacmg of ﬁus ;
documeqt b f‘”-‘ &

Section 515(d](3) of the Fex
Drug. and Cesmetic 1121 l... G
360¢/d)(3)) authorizes ar‘y 'Interested.

[Dochet Noo, BTM-1029)

aczota Mining and Manutacturing
Co., Premarxet Approval of Mictob.at
Protile System
AGERCY: Food and Drug Administration,
ACTiON: Notice.

person to petition under sec!mn 515
t“lv act {21 U.S Q,.éa e S
administrative’ rf.\m p,
to approve this application. A pJ}twfydr
may Tequest either a formal hearing “4%
under Part 12 (21 CFR Part 12} of ¥FDA's
adminislrative practices and proc"dures
regulations or a review of the 1%;%;}
application and of FDA's action by an o

sunmanry: The Food and Drug
Administration (FDA} announces its
approval of the application for
premarket approval under the Medical
Device Amendments of 1976 of the

independent advisory commitice of . g%
experts. A petition is to be in the form p{
a petition for reconsideration of FDA 7%
action under §10.33{b} {21 CFR 10. 33[b))
A petmoner shall identify the form of. =




