
 
 

PRESS RELEASE 

 

Advanced Accelerator Applications Completes Resubmission of NDA for Lutetium Lu 177 

Dotatate (Lutathera® ) to FDA 

 

July 27, 2017, Saint-Genis-Pouilly, France - Advanced Accelerator Applications S.A. 

(NASDAQ:AAAP) (AAA or the Company), an international specialist in Molecular Nuclear 

Medicine (MNM), today announced that the resubmission of the New Drug Application (NDA) 

for investigational drug lutetium Lu 177 dotatate* (Lutathera® ) to the US Food and Drug 

Administration (FDA) was completed.  

 

AAA resubmitted the NDA following receipt of a complete response letter (CRL) from the FDA 

in December 2016, in which the Agency cited issues with the format, traceability, uniformity, and 

completeness relating to the NETTER-1 and Erasmus clinical datasets, which precluded FDA 

reviewers from performing the required independent analysis of these clinical studies. The CRL 

also requested subgroup analyses for gender, age and racial subgroups, as well as other 

stratification factors and important disease characteristics, and a safety update on clinical and non-

clinical studies. In addition, the CRL noted that any observations made during inspections of 

manufacturing facilities supporting the NDA need to be resolved prior to approval of the NDA. 

No additional clinical studies were requested in the CRL and there were no comments at that time 

on other sections of the NDA submission.  

 

Stefano Buono, Chief Executive Officer of AAA, commented, “We believe this submission 

addresses the issues identified in the CRL. Over the past few months our internal task force of 

statistical, clinical and regulatory experts has been working closely with additional contract 

research organizations and consulting statisticians specializing in management and conversion of 

clinical datasets and preparation of oncology dossiers to address the matters raised by the FDA in 

the CRL. As part of this process, we sent a test dataset to the FDA to confirm that the data and 

format are compatible and able to be analyzed. In addition, we engaged a team of consultants 

experienced in FDA reviews to perform a rigorous critique of both the datasets and the major 

clinical sections of the dossier prior to resubmitting. We look forward to receiving the Agency’s 

feedback and continuing to support their review process.”  

 

The company also announced that the FDA allowed an amendment to the protocol for the US 

Expanded Access Program (EAP) for lutetium Lu 177 dotatate (Lutathera® ) to permit enrollment 

of patients with metastasized or locally advanced, inoperable neuroendocrine tumors (NETs) 

arising at all sites (including foregut, midgut and hindgut), and that have progressive disease during 

or after treatment with somatostatin analogues. In addition, the amendment includes the use of a 

2.5% lysine/arginine amino acid solution as an additional option for renal protection.  



 

“To date, more than 120 patients in the US have received treatment under the EAP, including 

several with non-midgut NETs under Named Patient Investigational New Drug applications filed 

by individual 2 investigators,” added Buono. “This amendment should facilitate access to 

treatment for additional patients in need.”  

 

The company recently announced that the Committee for Medicinal Products for Human Use 

(CHMP) of the European Medicines Agency (EMA) issued a positive opinion recommending the 

marketing authorization of lutetium ( 177Lu) oxodotreotide (Lutathera® )* for the treatment of 

unresectable or metastatic, progressive, well differentiated (G1 and G2), somatostatin receptor 

positive gastroenteropancreatic neuroendocrine tumours (GEP-NETs) in adults. 

 


