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NDA/BLA FDA Review

Product Company Indication/Use Received Approved Time
Alimta® Eli Lilly treatment of malignant 9/30/03 2/4/04 4.2 months
pemetrexed Indianapolis, IN pleural mesothelioma
P) (asbestos-related cancer)
(Orphan Drug)
For more information contact: Judy Moore, (317) 277-6265; www.alimta.com
Amphadase™ Amphastar adjuvant to increase the 7/7/03 10/26/04 15.7 months
hyaluronidase Pharmaceuticals absorption and dispersion
injection Rancho Cucamonga, CA  of other injected drugs; for
(P) hypodermoclysis; and as an

adjunct in subcutaneous

urography for improving

resorption of radiopaque agents
For more information contact: (800) 423-4136; www.amphastar.com
Apidra® Sanofi-aventis treatment of adults with 6/18/03 4/16/04 10.0 months
insulin glulisine  Bridgewater, NJ type 1 and type 2 diabetes
[rDNA origin] (control of hyperglycemia)
injection
)
For more information contact: Terri Pedone, (908) 243-6578; www.apidra.com
Apokyn™ Mylan Bertek acute, intermittent treatment 1/2/03 4/20/04 15.6 months
apomorphine Pharmaceuticals of hypomobility “off” episodes
HCl injection Rsch. Triangle Park, NC ~ associated with advanced
(P) Parkinson’s disease
(Orphan Drug)
For more information contact: www.apokyn.com
Avastin™ Genentech treatment of first-line or 9/30/03 2/26/04 4.9 months
bevacizumab South San Francisco, CA  previously untreated
(P) metastatic colorectal

cancer
For more information contact: Corporate Relations, (650) 467-6800; www.avastin.com
Campral® Forest Laboratories maintenance of abstinence 12/27/01 7/29/04 31.1 months
acamprosate New York, NY from alcohol in patients
calcium Merck KGaA with alcohol dependence who
(P) Darmstadt, Germany are abstinent at treatment

initiation
For more information contact: Professional Affairs (Forest), (800) 678-1605; www.campral.com
Clolar™ Genzyme Corporation treatment of children with 3/30/04 12/28/04 9.0 months
clofarabine Cambridge, MA refractory or relapsed acute

(P) lymphoblastic leukemia
(Orphan Drug)

For more information contact: Maria Foley, (617) 768-6690; www.genzymeoncology.com

*Approved by the Center for Drug Evaluation and Review.
(S)-Standard Approval
(P)—Priority Approval
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NDA/BLA FDA Review

Product Company Indication/Use Received Approved Time
Cymbalta® Eli Lilly treatment of major depression  11/13/01 8/3/04 32.7 months
duloxetine HCl  Indianapolis, IN

S

For more information contact: David Shaffer, (317) 651-3710; www.cymbalta.com

Enablex® Novartis Pharmaceuticals  treatment of overactive 12/3/02 12/22/04 24.7 months
darifenacin East Hanover, NJ bladder
(S)

For more information contact: (888) NOW-NOVA (888-669-6682); www.enablex.com

Erbitux™ Bristol-Myers Squibb treatment of metastatic 8/14/03 2/12/04 6.0 months
cetuximab Princeton, NJ colorectal cancer
(P) Imclone Systems

New York, NY

For more information contact: Bristol-Myers Squibb, (800) 332-2056; Imclone, (212) 645-1405; www.erbitux.com

Fosrenol® Shire Pharmaceuticals reduction of elevated blood 4/30/02 10/26/04 29.9 months
lanthanum Philadelphia, PA levels of phosphate in

carbonate end-stage renal disease (ESRD)

)

For more information contact: Matt Cabrey, (484) 595-8248; mcabrey@us.shire.com; www.fosrenol.com

Human Secretin  ChiRhoClin stimulation of pancreatic 6/14/01 4/9/04 33.9 months
human secretin ~ Burtonsville, MD secretions to aid in the

for injection diagnosis of pancreatic exocrine

(P) dysfunction, stimulation of

gastrin secretion to aid in the
diagnosis of gastrinoma, and
stimulation of pancreatic
secretion to facilitate the
identification of the ampulla of
Vater and accessory papilla
during endoscopic retrograde
cholangiopancreatography

For more information contact: Skip Purich, (301) 476-8388 or (877) 272-4888; www.humansecretin.com

Kepivance™ Amgen treatment of severe oral 6/15/04 12/15/04 6.0 months
palifermin Thousand Oaks, CA mucositis (mouth sores)
(P) in patients undergoing

chemotherapy

For more information contact: (800) 77-AMGEN (800-772-6436); www.kepivance.com

Ketek™ Sanofi-aventis treatment of mild to moderate  3/1/00 4/1/04 49.1 months
telithromycin Bridgewater, NJ community-acquired
(S) respiratory tract infections

For more information contact: Melissa Feltmann, (908) 243-7080; www.ketek.com

Lunesta™ Sepracor treatment of insomnia 1/31/03 12/15/04 22.5 months
eszopiclone Marlborough, MA
)

For more information contact: Jonae R. Barnes, (508) 481-6700; www.lunesta.com

New DRUG APPROVALS IN



NDA/BLA FDA Review

Product Company Indication/Use Received Approved Time
Lyrica™ Pfizer management of neuropathic 10/31/03 12/30/04 14.0 months
pregabalin New York, NY pain associated with diabetic

(P) peripheral neuropathy and

postherpetic neuralgia

For more information contact: Mariann Caprino, (212) 733-4554; (800) TRY-FIRST (800-879-3477); www.lyrica.com

Macugen® Eyetech Pharmaceuticals ~ treatment of neovascular 6/17/04 12/17/04 6.0 months
pegaptanib New York, NY (wet) age-related macular

sodium injection Pfizer degeneration

(P) New York, NY

For more information contact: Loni da Silva (Eyetech), (212) 824-3100; Daniel Watts (Pfizer), (212) 733-3835; (800) TRY-FIRST
(800) 879-3477 (Pfizer); www.macugen.com

MultiHance® Bracco Diagnostics imaging of the central 4/27/01 11/23/04 42.9 months
gadobenate New York, NY nervous system to visualize

dimeglumine lesions with abnormal blood

(S) brain barrier or abnormal

vascularity of the brain,
spine and associated tissues

For more information contact: Bracco Diagnostics Legal Department, (609) 514-2200; www.multihance.com

NeutroSpec™ Palatin Technologies diagnosis of appendicitis 11/22/99 7/2/04 55.4 months
technetium 99m  Cranbury, NJ in patients with equivocal

Tc fanolesomab signs

)

For more information contact: www.neutrospec.com. Marketed by Mallinckrodt Imaging.

NutreStore™ Nutritional Restart treatment of short bowel 8/11/03 6/10/04 10.0 months
L-glutamine Pharmaceutical syndrome
(S) Durham, NC

(Orphan Drug)

For more information contact: (919) 381-2311

Omacor® Reliant Pharmaceuticals adjunct to diet for reduction 1/12/04 11/10/04 10.0 months
omega-3 acid Liberty Corner, NJ of triglycerides in patients

ethyl esters Pronova Biocare AS with very high triglycerides

(S) Oslo, Norway

For more information contact: Linda Richardson (Reliant), (908) 580-1200; www.reliantrx.com

Pentetate Hameln Pharmaceuticals antiradiation 4/28/04 8/11/04 3.5 months
Calcium Hameln, Germany

Trisodium

Injection

Ca-DTPA

(P)

(Orphan Drug)

For more information contact: Dr. Mathias Dewald, m.dewald@hm-ph.com; www.hameln-pharmaceuticals.com

Pentetate Zinc Hameln Pharmaceuticals antiradiation 4/28/04 8/11/04 3.5 months
Trisodium Hameln, Germany

Injection

Zn-DTPA

(P)

(Orphan Drug)

For more information contact: Dr. Mathias Dewald, m.dewald@hm-ph.com; www.hameln-pharmaceuticals.com
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NDA/BLA FDA Review
Product Company Indication/Use Received Approved Time
Prialt® Elan Corporation management of severe 12/28/99 12/28/04 60.1 months
ziconotide Dublin, Ireland chronic pain
P
For more information contact: Medical Information Services, (888) 638-7605; www.prialt.com
Sanctura™ Indevus Pharmaceuticals treatment of overactive 4/29/03 5/28/04 13.0 months

trospium chloride Lexington, MA

S

bladder

For more information contact: (877) 427-9068. Marketed by Odyssey Pharmaceuticals and Indevus Pharmaceuticals.

Sensipar™ Amgen treatment of secondary 9/8/03 3/8/04 6.0 months
cinacalcet HCI Thousand Oaks, CA hyperparathyroidism in
(P) NPS Pharmaceuticals chronic kidney disease in
(Orphan Drug)  Salt Lake City, UT patients on dialysis and for
treatment of hypercalcemia
in patients with parathyroid
carcinoma
For more information contact: (800) 77-AMGEN (800-772-6436);, www.sensipar.com
Spiriva® Boehringer Ingelheim treatment of chronic 12/13/01 1/30/04 25.6 months
HandiHaler® Pharmaceuticals obstructive pulmonary
tiotropium Ridgefield, CT diseases (COPD)
bromide Pfizer
inhalation New York, NY
powder
(S

For more information contact: Lara Crissey (Boehringer Ingelheim), (203) 798-4740; Vanessa Aristide (Pfizer), (212) 733-3784;
(800) TRY-FIRST (800-879-3477) (Pfizer); www.spiriva.com

Tarceva™ Genentech
erlotinib South San Francisco, CA
(P) OSI| Pharmaceuticals

Melville, NY

treatment of advanced or 7/30/04 11/18/04 3.6 months

metastatic non-small-cell
lung cancer (NSCLC)

For more information contact: Corporate Relations (Genentech), (650) 467-6800; Kathy Galante (OSI), (631) 962-2000;

www.tarceva.com

Presutti Laboratories
Rolling Meadows, IL

Tindamax™
tinidazole

S

treatment of trichomoniasis, 7/17/03 5/17/04 10.0 months

giardiasis, intestinal amebiasis,
amebic liver abscess

For more information contact: John Presutti, (888) 405-7800 or (847) 483-6050; www.tindamax.com; www.presuttilabs.com

Tysabri® Biogen Idec treatment of relapsing forms 5/24/04 11/23/04 6.0 months
natalizumab Cambridge, MA of multiple sclerosis to reduce
(P) Elan Corporation the frequency of clinical
Dublin, Ireland relapses
For more information contact: Amy Brockelman (Biogen Idec), (617) 914-6524
Biogen Idec and Elan voluntarily suspended marketing of Tysabri in March 2005.
Ventavis™ CoTherix treatment of pulmonary 6/30/04 12/29/04 6.0 months
iloprost South San Francisco, CA arterial hypertension
(P)

(Orphan Drug)

For more information contact: Anne Bowdidge, (650) 808-6500; www.cotherix.com
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NDA/BLA FDA Review
Product Company Indication/Use Received Approved Time
Vesicare® Yamanouchi Pharma treatment of overactive 12/19/02 11/19/04 23.0 months
solifenacin America bladder
succinate Paramus, NJ
(S GlaxoSmithKline
Philadelphia, PA
Rsch. Triangle Park, NC
For more information contact: Yamanouchi Pharma America Contact Center, (866) 972-4636;
contactypa@yamanouchi-america.com; GlaxoSmithKline, (919) 483-2839; www.vesicare.com
Vidaza™ Pharmion treatment of myelodysplastic 12/29/03 5/19/04 4.7 months
azacitidine for Boulder, CO syndromes
injectable
suspension
(P)
(Orphan Drug)
For more information contact: Breanna Burkart, (720) 564-9150; www.vidaza.com
VisionBlue® D.O.R.C. International staining the anterior lens 10/27/03 12/16/04 13.7 months
trypan blue Zuidland, The Netherlands capsule during cataract
ophthalmic Dutch Ophthalmic USA surgery
solution Kingston, NH
(P)
For more information contact: Dutch Ophthalmic USA, (800) 75-DUTCH (800-642-8468)
Vitrase® Ista Pharmaceuticals a spreading agent to facilitate ~ 8/5/03 5/5/04 9.0 months
hyaluronidase Irvine, CA the disperion and absorption
for injection, of other drugs
lyophilized,
ovine
(P)
For more information contact: Vince Anido, (949) 788-5311; www.istavision.com
Xifaxan™ Salix Pharmaceuticals treatment of travelers’ 12/26/01 5/25/04 29.0 months
rifaximin Raleigh, NC diarrhea caused by
(S) noninvasive strains of
E. coli

For more information contact: Mike Freeman, (919) 862-1000; www.xifaxan.com

New DRuUG
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BLA FDA Review
Product Company Indication/Use Received Approved Time
Octagam® Octapharma USA treatment of primary 6/21/02 5/21/04 23.0 months
immune globulin  Centreville, VA immunodeficiency
intravenous diseases
(human)
(S
For more information contact: Pat Arzillo, (703) 766-4860; www.octapharma.com
Rhophylac® ZLB Behring routine antepartum and 9/27/02 2/12/04 16.5 months
Rho(D) immune  King of Prussia, PA postpartum prevention
globulin of Rho(D) immunization in
intravenous Rho(D) negative women
(human)
)

For more information contact: (610) 878-4000; www.rhophylac.com; www.zlbbehring.com

*Approved by the Center for Biologics Evaluation and Review.

The content of this survey has been obtained through government and industry sources. The information may not be compre-

hensive. For more specific information about a particular product, contact the individual company directly.

PhRMA Internet address: www.phrma.org

Provided as a Public Service by PARMA. Founded in 1958 as the Pharmaceutical Manufacturers Association.

Copyright © 2005 by the Pharmaceutical Research and Manufacturers of America. Permission to reprint is awarded if proper credit

is given.
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2003 271 5.5% 7.4 37.9% 34.5 11.1%
2002 25.7 9.2% 5.4 -13.9% 31.0 4.2%
2001 235 10.0% 6.2 33.3% 29.8 14.4%
2000 21.4 15.7% 4.7 10.6% 26.0 14.7%
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EAMERENESE MERRENES
;=33 (%) (%)
*2004 18.8% 15.9%
2003 18.3% 15.7%
2002 18.4% 16.1%
2001 18.3% 16.7%
2000 18.4% 16.2%
1999 18.2% 15.5%
1998 21.1% 16.8%
1997 21.6% 17.1%
1996 21.0% 16.6%
1995 20.7% 16.7%
1994 21.9% 17.3%
1993 21.6% 17.0%
1992 19.4% 15.5%
1991 17.9% 14.6%
1990 17.7% 14.4%
1985 16.3% 12.9%
1980 13.1% 8.9%
1975 12.5% 9.0%
1970 12.3% 9.3%
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