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	08/26/08
	JNJ
	Paliperidone Palmitate
	Schizophrenia
	Drug
	N/A

	09/01/08
	BioDelivery Sciences 
	Bema Fentanyl, which will be marketed in the US as Onsolis
	Pain
	Drug
	The FDA has requested conversion of the risk minimization action plan submitted as part of the new drug application (NDA) for Onsolis into a risk evaluation and mitigation strategy (REMS).

	09/15/08
	Cephalon
	Fentora
	Non Cancer Pain Breakthru
	Drug
	FDA requested that Cephalon implement and demonstrate the effectiveness of proposed enhancements to the current FENTORA risk management program.

	09/16/08
	Gilead
	aztreonam lysine for inhalation
	Cystic Fibrosis
	Drug
	The agency stated that they cannot approve the application in its current form and an additional clinical study will be required. 

	09/18/08
	Roche
	Actemra 
	First interleukin-6 (IL-6) receptor-inhibiting monoclonal antibody studied for the treatment of adult patients with moderate to severe rheumatoid arthritis (RA).
	Biologic
	Additional information requested by the FDA for approval does not involve safety or efficacy issues, nor do any additional studies need to be conducted as a pre-requisite for approval of Actemra. The FDA has requested additional documentation related to the manufacturing of Actemra and certain other outstanding components such as final labelling.

	09/18/08
	Gilead
	Aztreonam Lysine
	Cystic Fibrosis
	Drug
	The agency stated that the application cannot be approved in its current form and an additional clinical study will be required. 

	10/20/08
	Abbott
	Vicodin CR
	Moderate to severe pain relief.
	Drug
	No information.

	10/20/08
	AMAG
	ferumoxytol


	Intravenous iron replacement therapeutic agent

for the treatment of iron deficiency anemia and as a diagnostic agent

for vascular-enhanced magnetic resonance imaging to assess peripheral

arterial disease.


	Drug
	The Company believes that it can address the issues raised by the

FDA in its complete response letter in a timely manner without

conducting any additional clinical trials prior to approval.



	10/24/08
	MediQuest Therapeutics, Inc.
	Vascana® [MQX-503],
	proposedtopical therapy for Raynaud’s Disease). 
	Drug
	FDA indicated that the NDA could not be approved in its present form. The FDA identified issues that must be addressed by MediQuest before final marketing approval will be granted for Vascana. MediQuest will discuss these issues with the FDA and will provide an update when appropriate.  This was a priority review.  

	11/19/08
	Eisai
	Banzel
	 Epilepsy as adjunctive therapy partial-onset seizures, with and without secondary generalisation in patients over 12 years old.
	
	

	11/27/08
	JNJ/Basilea Pharmaceutica 
	Ceftobiprole For Treatment Of Complicated Skin Infections


	Ceftobiprole is a novel, broad-spectrum, anti-MRSA cephalosporin with activity against methicillin-resistant Staphylococcus aureus (MRSA), penicillin-resistant Streptococcus pneumonia and many clinically important Gram-negative bacteria, including Pseudomonas.
	Drug
	Asked company to conduct additional audit work of clinical investigator sites and to address specific questions related to site monitoring.  Ceftobiprole has been approved earlier in 2008 in Canada, Switzerland. and the Committee for Medicinal Products for Human Use (CHMP) of the European Medicines Agency recommended approval of ceftobiprole in the European Union for the treatment of complicated skin and soft tissue infections.

	12/01/08

	AstraZeneca/

MedImmune
	motavizumab
	Prevention of serious respiratory syncytial virus (RSV) disease, which was submitted on 30 January 2008. Motavizumab is an investigational monoclonal antibody (MAb).
	Biologic
	MedImmune is confident that it can respond to the outstanding questions and, based on the company's current understanding, does not foresee a need to conduct further trials. MedImmune will continue discussions with the FDA reviewers and, subject to this dialogue, currently expects to resubmit in the first half of 2009.

	12/02/08
	Genta
	Genasense®
	
	Drug
	FDA suggested the need for an additional clinical study.

	12/08/08
	Targanta
	oritavancin 


	for the treatment of complicated skin and skin structure infections (cSSSI).
	Drug
	In its letter to Targanta, the FDA stated the Company’s NDA did not demonstrate the safety and efficacy of oritavancin for treatment of cSSSI. The FDA reasoned that ARRI, the second and larger of two Phase 3 clinical studies which met a 10% non-inferiority margin, provided evidence of activity of oritavancin but did not provide substantial evidence alone or in combination with ARRD, the smaller of two Phase 3 clinical studies, to support the efficacy and safety of oritavancin. Regarding ARRD, the FDA determined that the study did not provide sufficient evidence of activity because the 95% confidence interval between oritavancin and vancomycin was not less than 10%. FDA also mentioned that, in ARRI, oritavancin did not appear to perform well in patients with MRSA and, in ARRD, the number of patients with MRSA was insufficient to address the performance of the drug candidate in treating these patients. 

The FDA mentioned several safety findings from the two pivotal studies for cSSSI including the higher rate of study discontinuations for lack of efficacy among oritavancin-treated patients, the greater number of oritavancin-treated patients who died or had a serious adverse event of sepsis, septic shock and related events, and more oritavancin-treated patients who experienced adverse events of osteomyelitis and other sepsis.

	12/11/08
	Pain Therapeutics
	REMOXY(R),
	an abuse-resistant controlled-release form of oxycodone.
	Drug
	The FDA believes additional non-clinical data will be required to support the approval of REMOXY. The FDA has not requested or recommended additional clinical efficacy studies prior to approval.



� This is likely a set of REMS-related issues.





