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MEMORANDUM 

This NDA is submitted under section 505(b)(2) relying on SANDOSTATIN® (octreotide 
acetate, NDA 19,667), approved on October 21, 1988. The Applicant developed a new drug-
device combination product, Octreotide Acetate Injection, 2.5 mg/ML, 2.8 mL, Pen Injector. 
This drug is a new formulation of octreotide acetate, in a solution with 2.5 times the 
concentration of the highest available concentration of SANDOSTATIN® Injection. The 
proposed labeling in this submission does not contain Section 14. 

No new datasets for statistical review were submitted. Other submitted files including clinical 
overview, bioanalytical report, and human factor study report for this submission are in the 
location: \\CDSESUB1\evsprod\NDA213224\0001 

No new clinical data were submitted for this NDA submission. No formal statistical evaluation 
was needed. There are no statistical issues to refrain from approval of this submission. 
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