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ACTION: Notice.

~ This notice announces a forthcoming meeting of a public advisory
committee of the Food and Drug Admlmstratlon (FDA) The meetmg will be
open to the public. | |

Name of Committee: Nonprescription Drugs Advisory Committee.

General Function of the Comrnjttee: To provido advice and
recommendations to the agency on FDA’s regulatory 1ssues.

Date and Time: The meeting w1ll be held on ]une 12 2003, from 8 a.m.
to} 5 p.m. Interested persons and ofrganizations may submit written or electronic
commentsr urltil August 1, 2003, to the Dockets Managenrent Branch (see
Addresses).

Addresses: Electronic comments should be submitted to http://
www.fda.gov/dockets/ecomments. Select “03N—01‘43——Continued over-the-
counter status of ipecac syrup” and follow the prorrlpts to submit your
statement. Written commentS should be submitted to Dockets Management
Branch (HFA-305), Food and Drug Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852. s |

Location: Hohday Inn, Versailles Ballrooms, 8120 Wisconsin Ave.,

Bethesda, MD.
0c03119 | e o o umid
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Contact Person: Karen M. Templeton-Somers ., Center for Dfug Evaluation

and Research (HFD 21), Food and Drug Administrfation, 5600 Fishers Lane (for

express delivery, 5630 Fishers Lane, rm. 1093) Rofckville, MD'Z”U”SS*/‘; 301=827—

7001, or e-mail: SomersK@cder.fda.gov, or FDA Advisory Committee

Information Line, ‘1—8005-741—81}38 k(301—443—-05 72 1n the Wa'shiington, DC area)

‘code 12541. Please call the Inforination Line for uI;)~to'-dat_e information on this
meeting.

Agenda: The committee will consider the safety and efficacy of ipecac

| syrup, indicated for emergency use to cause Vomiting in poisoning, for |
contmued over-the-counter (OTC) status under 21 CFR 201. 308 The pnmary

| areas of consideration are: (1) The status of the role of i 1pecac syrup in

| gastrointestinal decontammatlon, (2) whether the hterature clearly defines the
risk/benefit ratio of ipecac syrup; (3) the role of i lpecac syrup in p01son
treatment for populatlons with hmlted access to emergency medical treatment;
(4) if there is significant abuse of ipecac syrup; and (5) alternative therapies
to ipecac syrup. ‘ | |

The background material will become available no later than the day
before the meeting and will be posted under the Nonprescription Drugs
Advisory Committee (NDAC) doeket site at http://www.fda.gov/ohrms/
dockets/ac/acmenu.htm. (Click on the year 2003 and scroll down to NDAC
meetmgs )

Procedure: Interested persons may present data, information, or views,
orally or in writing, on issues pending before thé cfommittee. Wiritten
submissions for discussion or presentation at the meeting may be made to the
contact person by June 5, 2003. Oral presentations from the ptlblic will be

scheduled between approximatety 1 p.m. and 2 p.m;'Time allotted for each



3

| piesentation may be limited. Those desiring to make forinal oral presentations
should notify the contact person before June 5, 2003 ‘and submlt a bnef
statement of the general nature of the evidence or arguments they wish to

- present, the names and addresses of proposed participants, and an indication
~of the approximate time requested to make their presentation. However, until
August 1, 2003, other submissioh's containing the ;doe‘ket number 03N-0143

| and information relevant to the may be submitted‘ffef consideration to Dockets
Management Branch (see Addresses). |

Persons attending FDA’s advisory committee meetings are advised that the
agency is not responsible for providing access to electrical outlets.

FDA welcomes the attendance of the public at its advisorybonimittee
meetings and will make every effort to accommddete persons with physical
disabilities or special needs. If you require s‘p‘eciali accommodations due to a
disability, please contact Karen Templeton-Somers at least 7 days in advance

of the meeting.




4
Notice of this meeting is given under;the\Fe;dgxgl_Adyis\ory Committee Act
(5 U.S.C. app. 2).
Dated: 4:/%'/0;

April 29, 2003
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