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TABLE 1.—PRODUCTS DEEMED TO HAVE IN EFFECT AN APPROVED REMS 

Generic or Proper Name Brand Name Application Number1 Date of Approval2 

Abarelix Plenaxis3 NDA 21–320 11/25/2003 

Alosetron Lotronex NDA 21–107 02/09/2000 

Ambrisentan Letairis NDA 22–081 06/15/2007 

Bosentan Tracleer NDA 21–290 11/20/2001 

Clozapine Clozaril NDA 19–758 
ANDA 74–949 
ANDA 75–417 
ANDA 75–713 
ANDA 75–162 
ANDA 76–809 

09/26/1989 
11/26/97 

5/27/99 
11/15/02 

4/26/05 
12/16/05 

Fazaclo ODT NDA 21–590 02/09/2004 

Dofetilide Tikosyn NDA 20–931 10/01/1999 

Eculizumab Soliris BLA 125166 03/16/2007 

Fentanyl PCA Ionsys3 NDA 21–338 05/22/2006 

Fentanyl citrate Actiq NDA 20–747 11/04/1998 

Isotretinoin Accutane NDA 18–662 05/07/1982 
Amnesteem ANDA 75–945 11/2002 
Claravis ANDA 76–135 

ANDA 76–356 
04/2003 
04/2003 

Sotret ANDA 76–041 
ANDA 76–503 

12/2002 
06/2003 

Lenalidomide Revlimid NDA 21–880 12/27/2005 

Mifepristone Mifeprex NDA 20–687 09/28/2000 

Natalizumab Tysabri BLA 125104 11/23/2004 

Small pox (Vaccinia) Vaccine, Live ACAM2000 BLA 125158 08/31/2007 

Sodium oxybate Xyrem NDA 21–196 07/17/2002 

Thalidomide Thalomid NDA 20–785 
NDA 21–430 

07/16/1998 

1 New drug application (NDA), abbreviated new drug application (ANDA), biologics license application (BLA). 
2 The original date of approval of the drug. FDA may have required elements to assure safe use at a later date. 
3 Product is not currently marketed in the United States. 

FDA is further asking members of the 
public to please notify the agency if they 
are aware of applications that have not 
been identified in this document and 
that they believe should be deemed to 
have in effect an approved REMS. 
Please provide the information to Mary 
Dempsey, Risk Management 
Coordinator (see the FOR FURTHER 
INFORMATION CONTACT section of this 
document). 

Any application holder that believes 
its product identified in this notice 
should not be on the list of drug or 
biological products that will be deemed 
to have in effect an approved REMS 
should submit a letter identified with 
Docket Number FDA–2008–N–0174 to 
the Division of Dockets Management 
(see ADDRESSES) stating why the 
application holder believes its product 
was improperly identified in this notice. 

FDA will notify the application holder 
within 30 days of receipt of the letter of 
its determination. 

Dated: March 19, 2008. 

Jeffrey Shuren, 
Associate Commissioner for Policy and 
Planning. 
[FR Doc. E8–6201 Filed 3–26–08; 8:45 am] 
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AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice. 

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

Name of Committees: Anesthetic and 
Life Support Drugs Advisory Committee 
and the Drug Safety and Risk 
Management Advisory Committee. 
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General Function of the Committees: 
To provide advice and 
recommendations to the agency on 
FDA’s regulatory issues. 

Date and Time: The meeting will be 
held on May 5 and 6, 2008, from 8 a.m. 
to 4:30 p.m. 

Location: Holiday Inn, The Ballrooms, 
Two Montgomery Village Ave., 
Gaithersburg, MD. The hotel telephone 
number is 301–948–8900. 

Contact Person: Teresa Watkins, 
Center for Drug Evaluation and Research 
(HFD–21), Food and Drug 
Administration, 5600 Fishers Lane, (for 
express delivery, 5630 Fishers Lane, rm. 
1093), Rockville, MD 20857, 301–827– 
7001, FAX: 301–827–6776, e-mail: 
Teresa.Watkins@fda.hhs.gov, or FDA 
Advisory Committee Information Line, 
1–800–741–8138 (301–443–0572) in 
Washington, DC area), codes 
3014512529 and 3014512535. Please 
call the Information Line for up-to-date 
information on this meeting. A notice in 
the Federal Register about last minute 
modifications that impact a previously 
announced advisory committee meeting 
cannot always be published quickly 
enough to provide timely notice. 
Therefore, you should always check the 
agency’s Web site and call the 
appropriate advisory hotline/phone line 
to learn about possible modifications 
before coming to the meeting. 

Agenda: On May 5, 2008, the 
committees will discuss new drug 
application (NDA) 22–272, 
OXYCONTIN (oxycodone hydrochloride 
controlled-release) Tablets, Purdue 
Pharma L.P., and its safety for the 
proposed indication of management of 
moderate to severe pain when a 
continuous, around-the-clock analgesic 
is needed for an extended period of 
time. The sustained-release 
characteristics of this formulation are 
purportedly less easily defeated than 
other formulations of OXYCONTIN. On 
May 6, 2008, the committees will 
discuss supplemental new drug 
application (sNDA) 21–947/s-005, 
FENTORA (fentanyl buccal tablet), 
Cephalon, Inc., and its safety for the 
proposed indication of breakthrough 
pain in opioid tolerant non-cancer 
patients with chronic pain. 

FDA intends to make background 
material available to the public no later 
than 2 business days before the meeting. 
If FDA is unable to post the background 
material on its Web site prior to the 
meeting, the background material will 
be made publicly available at the 
location of the advisory committee 
meeting, and the background material 
will be posted on FDA’s Web site after 
the meeting. Background material is 
available at http://www.fda.gov/ohrms/ 

dockets/ac/acmenu.htm, click on the 
year 2008 and scroll down to the 
appropriate advisory committee link. 

Procedure: Interested persons may 
present data, information, or views, 
orally or in writing, on issues pending 
before the committee. Written 
submissions may be made to the contact 
person on or before April 21, 2008. Oral 
presentations from the public will be 
scheduled between approximately 1 
p.m. and 2 p.m. each day. Those 
desiring to make formal oral 
presentations should notify the contact 
person and submit a brief 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 on or before April 11, 
2008. Time allotted for each 
presentation may be limited. If the 
number of registrants requesting to 
speak is greater than can be reasonably 
accommodated during the scheduled 
open public hearing session, FDA may 
conduct a lottery to determine the 
speakers for the scheduled open public 
hearing session. The contact person will 
notify interested persons regarding their 
request to speak by April 14, 2008. 

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 advisory committee 
meetings and will make every effort to 
accommodate persons with physical 
disabilities or special needs. If you 
require special accommodations due to 
a disability, please contact Teresa 
Watkins at least 7 days in advance of the 
meeting. 

FDA is committed to the orderly 
conduct of its advisory committee 
meetings. Please visit our Web site at 
http://www.fda.gov/oc/advisory/ 
default.htm for procedures on public 
conduct during advisory committee 
meetings. 

Notice of this meeting is given under 
the Federal Advisory Committee Act (5 
U.S.C. app. 2). 

Dated: March 20, 2008. 

Randall W. Lutter, 
Deputy Commissioner for Policy. 
[FR Doc. E8–6294 Filed 3–26–08; 8:45 am] 
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This notice announces a forthcoming 
meeting of a public advisory committee 
of the Food and Drug Administration 
(FDA). The meeting will be open to the 
public. 

Name of Committee: Obstetrics and 
Gynecology Devices Panel of the 
Medical Devices Advisory Committee. 

General Function of the Committee: 
To provide advice and 
recommendations to the agency on 
FDA’s regulatory issues. 

Date and Time: The meeting will be 
held on May 16, 2008, from 8 a.m. to 
5:30 p.m. 

Location: Holiday Inn, Grand 
Ballroom, Two Montgomery Village 
Ave., Gaithersburg, MD. 

Contact Person: Michael Bailey, 
Center for Devices and Radiological 
Health (HFZ–470), Food and Drug 
Administration, 9200 Corporate Blvd., 
Rockville, MD 20850, 240–276–4100, or 
FDA Advisory Committee Information 
Line, 1–800–741–8138 (301–443–0572 
in the Washington, DC area), code 
3014512524. Please call the Information 
Line for up-to-date information on this 
meeting. A notice in the Federal 
Register about last minute modifications 
that impact a previously announced 
advisory committee meeting cannot 
always be published quickly enough to 
provide timely notice. Therefore, you 
should always check the agency’s Web 
site and call the appropriate advisory 
committee hot line/phone line to learn 
about possible modifications before 
coming to the meeting. 

Agenda: The committee will discuss, 
make recommendations, and vote on a 
premarket approval application for the 
FC2 Female Condom, sponsored by the 
Female Health Co. This device is 
indicated to help prevent HIV/AIDS and 
unintended pregnancy. 

FDA intends to make background 
material available to the public no later 
than 2 business days before the meeting. 
If FDA is unable to post the background 
material on its Web site prior to the 
meeting, the background material will 
be made publicly available at the 
location of the advisory committee 
meeting, and the background material 
will be posted on FDA’s Web site after 
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