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BACTERIAL ENDOTOXINS – See Microbiology Review 
STERILITY – See Microbiology Review 
        

C. Summary of Drug Product Intended Use 
Proprietary Name of the Drug Product Lutathera 

Non Proprietary Name of the Drug Product None (ready-to-use solution for infusion) 
Non Proprietary Name of the Drug 

Substance 
Lu-177- DOTA0-Tyr3-Octreotate 

Proposed Indication(s) including Intended 
Patient Population 

For treatment of gastroenterpancreatic 
neuroendrocrine tumors (GEP-NET’s) 

Duration of Treatment Four administrations of 7.4 GBq, every 8 
weeks 

Maximum Daily Dose 7.4 GBq 
Alternative Methods of Administration None 

 
D. Biopharmaceutics Considerations 

N/A 
E. Novel Approaches 

N/A 
F. Any Special Product Quality Labeling Recommendations  

N/A 
G. Process/Facility Quality Summary (see Attachment A) 

N/A 
H. Life Cycle Knowledge Information (see Attachment B) 

N/A 
 
Risk Assessment - Drug Product (Lutathera) – Based on CMC and Microbiology 

(b) (4)
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4. Microbiology – see Microbiology Review (Peggy Kriger, Ph.D., 11/10/2016); RPN = 0 (after 
modification when applicable) x S x D.  

5. Overall Risk Assessment, RPN < 25 (low to negligible, based on resolution of all issues for 
CMC).    

 
Application Technical Lead: Eldon E. Leutzinger, Ph.D., CMC Lead 
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