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INDUSTRY ALMANAC

Approved New Molecular Entities (Jan. 2007–May 2008)*
Company
(Approval date)

Brand name
(active ingredient)

Indication Molecular structure

Adolor and
GlaxoSmithKline
(May 2008)

Entereg
(alvimopan)

Restoration of
bowel function
following partial
large- or small-
bowel resection
surgery

Alexion 
Pharmaceuticals
(Mar. 2007)

Soliris
(eculizumab) 

Paroxysmal 
nocturnal 
hemoglobinuria

Structure not shown

BioMarin and
Merck Serono
(Dec. 2007)

Kuvan
(sapropterin
dihydrochloride)

Phenylketonuria
(PKU) disease

Biomeasure
(Aug. 2007)

Somatuline depot
(lanreotide
acetate)

Acromegaly

Bristol-Myers
Squibb
(Oct. 2007)

Ixempra
(ixabepilone)

Metastatic or 
locally advanced
breast cancer

Cephalon
(Mar. 2008)

Treanda
(bendamustine
hydrochloride)

Chronic 
lymphocytic
leukemia

The number of approvals of new molecular entities (NMEs) and new biologics license applications
(BLAs) by the US Food and Drug Administration’s Center for Drug Research and Evaluation
(CDER) is an important measure of innovation in the pharmaceutical industry. In 2007, CDER ap-
proved 19 new drugs (17 NMEs and 2 BLAs), which represented a recent low for the industry. 

These levels represent a slight decline from approvals in 2006 and 2007 and a steep decrease
from 2004. CDER approved 22 new drugs in 2006 (18 NMEs and 4 BLAs), 20 new drugs in 2005
(18 NMEs and 2 BLAs), and 36 new drugs (31 NMEs and 5 BLAs in 2004), acording to FDA data.
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Approved New Molecular Entities (Jan. 2007–May 2008)*
Company
(Approval date)

Brand name
(active ingredient)

Indication Molecular structure

Feinstein
(Aug. 2007)

Ammonia N-13
(ammonia N-13)

Radioactive diagnos-
tic agent for positron
emission tomography
of the myocardium

CV Therapeutics
(Apr. 2008)

Lexiscan
(regadenoson)

Pharmacologic stress
agent for radionuclide
myocardial perfusion
imaging

Fresenius Kabi
(Dec. 2007)

Voluven
(hydroxyethyl
starch

Blood loss 
following surgey

Structure not shown

Gilead Sciences
(June 2007)

Letairis
(ambrisentan)

Pulmonary arterial 
hypertension

GlaxoSmithKline
(Mar. 2007)

Tykerb
(lapatinib
ditosylate)

Advanced or 
metastatic breast 
cancer for tumors
overexpressing HER2 

GlaxoSmithKline
(Apr. 2007)

Altabax
(retapamulin)

Impetigo

Hoffman
La-Roche
(Nov. 2007)

Mircera (methoxy
polyethylene 
glycol–epoetin
beta)

Anemia associated
with chronic renal
failure

Structure not shown

Johnson
& Johnson
(Oct. 2007)

Doribax
(doripenem)

Complicated intra-
abdominal and 
complicated urinary
tract infections
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Approved New Molecular Entities (Jan. 2007–May 2008)*
Company
(Approval date)

Brand name
(active ingredient)

Indication Molecular structure

Merck & Co.
(Oct. 2007)

Isentress
(raltegravir
potassium)

HIV-1 infection

Mylan Bertek
Pharmaceuticals
(Dec. 2007)

Bystolic
(nebivolol)

High blood pressure

New River
Pharmaceuticals
(Feb. 2007) 

Vyvanse
(lisdexamfetamine
dimesylate)

Attention-deficit/
hyperactivity
disorder

Novartis
(Mar. 2007)

Tekturna
(aliskiren
hemifumarate)

Hypertension

Novartis
(Oct. 2007)

Tasigna (nilotinib
hydrochloride
monohydrate)

Chronic phase and
accelerated phase
Philadelphia 
chromosome posi-
tive chronic myel-
ogenous leukemia. 

Pfizer
(Aug. 2007)

Selzentry
(maraviroc)

CCR5-tropic HIV-1

Regeneron
Pharmaceuticals
(Feb. 2008)

Arcalyst
(rilonacept)

Cryopyrin-
associated periodic 
syndromes

Structure not shown

Schwarz
BioSciences
(May 2007)

Neupro
(rotigotine)

Early-stage 
idiopathic 
Parkinson’s disease
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Approved New Molecular Entities (Jan. 2007–May 2008)*
Company
(Approval date)

Brand name
(active ingredient)

Indication Molecular structure

Tibotec
(Jan. 2008)

Intelence
(etravirine)

HIV-1 infection

UCB
(Apr. 2008)

Cimzia 
(certolizumab
pegol)

Crohn’s disease Structure not shown

Wyeth and
Progenics
(Apr. 2008)

Relistor
(methynaltrexone
bromide)

Opioid-induced 
constipation

Wyeth
(Feb. 2008)

Pristiq
(desvenlafaxine
succinate
monohydrate)

Major depressive
disorder

Wyeth
(May 2007)

Torisel 
(temsirolimus)

Advanced renal 
cell carcinoma

*New molecular entities and new biologics license applications approved by the Center for Drug 
Evaluation and Research, US Food and Drug Administration. 

Entereg is codeveloped and marketed by GlaxoSmithKline.
CV Therapeutics licenses North American rights to Lexiscan to Astellas Pharma US.
New River Pharmaceuticals was acquired by Shire in 2007.
UCB acquired Schwarz BioSciences in 2007.
Tibotec is a division of Johnson & Johnson’s Ortho Biotech.

Source: US Food and Drug Administration. Structures: PubChem of the National Center for 
Biotechnology Information of the National Institutes of Health and US Food and Drug Administration.


