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‘EF; RTMENT OF HEALTH AND

‘Foo: and Drug Administration
Advizary Committee; Meeting

AGency: Food and Drug Administration.
AcTic - Notica.

sSumt L A3Y: This notice announces a
forthe .mirg mewting of a public
advisury CO""T.‘.I&E o "'xe Food and
Drug Adm ratinn (F13A). This notice
also seis forth a2 summary of the
procedures governilig cc:m'xtlee
meetings and me } 2d3 5y which
interested persons may hdrtmpdte in
open pubiic cted by the
\.ommxdees a : u der section
10{a th 2 ai Advisory
Commme (Pu »Rb at.

FTO=TTE ’:‘ U'.',,'»..J,’v;

Pulmonary-Allergy Drugs Advisory
Commiliee

Daie, time, and place. May 13, 8 a.m.,
Conference Rm. 10, Eldg 31 2\.3 jonal
Institutes of Health, 8000 Rockville Pike,
Bethesda, MD

Type of meeting and contact peison.
Open commitiee discussion, 8 a.m. to 11
.a.m.; open public hearing. 11 a.m. to 12
m.; open committae discussion. 12 to
4 p.m.; Conrad ]. Ledet, National Center
for Drugs and Biologins (HFN-150), Food
and Drug Administration, 5600 Fishers
Lane, Rockvilie, MD 20857, 301443~
3500. If any special arrangements or

ndzbans are.nsecoed contact
Mr. Ledet by May 6 :

General function of the committee.
The committee reviews and evaluates
available data on the safery and

effectiveness of markezed and
investigational prescription drugs for
use in the treatment of pulmonary
disease and diseases with sllergic and/
or immunolozic mechanisms.

Agenido—Ozon pubiic bearing
Interested persuns may present “data.
information. or views, oraily or in
writing, on issues pending before the
committee.

Open comm/itee discussion. The
commiitee with discuss whether.
metaproterensi metered dose inhalers
should continue 1o be marketéd over-
the-counter (OTC). The committes wiil
1lso discuss sulfiting agents used as
antioxidants in drug products and the
pharmarokin.ics .md iabeimg of
sustained reiease theoohyiline
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polenum nazarg dug 0 OTC marke tmg,
of metenraierenol meered &
inhalers. These commets cinim that.
because of tiiz possibiiiy that this d*ug
may be abused, it co o zvailability
without a prescripticn r_;dy encoursge
some astiimatics te delay seeking
needed medical advice.

FDA pubiic advisory commitiee
mestinss may Gave as many as four
sep~r: Lie farticns: {1) An open pubiic
heai:ng. {Zian : commitiee
discussion (3} a ciosed presentation of
data. and {4 ‘; 3 closed commiltee

del b -+ advisory committee
mestr o .. @ &0 open public
hez:ri~ port.en VWhether or not it also
ine" - - U ¢ gther three portions
v oo = tae specific meeting
i re no closed portions
for o0 4L a;mounced in this

"'r’s and times reserved for
ns of each commitiee
nre 'istpdab ve.
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Wilkam F. Randaiph,
Acting Associcre Commissianer for

Reguiarory Afaies,
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