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15 January, 2020 

Sumathi Nambiar, M.D., MPH, Director 

Division of Anti-infective Products 

Center for Drug Evaluation and Research,  

Food and Drug Administration 

5901-B Ammendale Rd. 

Beltsville, MD  20705-1266 

ATTN: J. Christopher Davi, Senior Regulatory Project Manager 

RE:  NDA 022110 VIBATIV® (telavancin) Injection (SN0197) 

RESPONSE TO PREA NONCOMPLIANCE LETTER (PMR 1995-1) 

(IND 060237)  

Dear Dr. Nambiar, 

Reference is made to NDA 022110 for VIBATIV® (telavancin) Injection. VIBATIV is approved 

for the treatment of adult patients with complicated skin and skin structure infections (cSSSI) 

caused by susceptible isolates of the following Gram-positive microorganisms:  Staphylococcus 

aureus (including methicillin-susceptible and -resistant isolates), Streptococcus pyogenes, 

Streptococcus agalactiae, Streptococcus anginosus group (includes S. anginosus, S. intermedius, 

and S. constellatus), or Enterococcus faecalis (vancomycin-susceptible isolates only) and, 

hospital-acquired and ventilator-associated bacterial pneumonia (HABP/VABP), caused by 

susceptible isolates of Staphylococcus aureus (including methicillin-susceptible and -resistant 

isolates). VIBATIV should be reserved for use when alternative treatments are not suitable.  

Reference is also made to the Notification on Non-Compliance with PREA correspondence 

(Reference ID: 4530313) dated 12 December, 2019. Cumberland's response to this correspondence 

is as follows. 

On 18 September, 2019, Cumberland sent an e-mail to Christopher Davi, Senior Regulatory 

Project Manager addressing this matter (see below). A copy of this e-mail is located in Section 

1.17.2. 

"Per previous discussions with the Agency and recent changes to the PREA PMRs for NDA 

022110, Cumberland intends to submit the following to IND 060237 by 30 September 2019: 

-  

- An amended study protocol for PMR 1995-001 (study 0101),  

 

 

In addition, the following will submitted to NDA 022110: 

(b) (4)

(b) (4)










