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Brand Name LARTRUVO

Generic Name Olaratumab (LY3012207, IMC-3G3)

Dosage Form and Strength 500 mg/50 mL (10 mg/mL) solution in single-dose vials

Route of Administration Intravenous infusion over 60 minutes

Proposed Indication In combination with doxorubicin for the treatment of 
patients with advanced soft tissue sarcoma not amenable 
to curative treatment with surgery or radiotherapy

Applicant Eli Lilly and Company 

Associated INDs 121,500;  

OCP Review Team Ruby Leong, Pharm.D., Hong Zhao, Ph.D., Fang Li, 
Ph.D., Jingyu (Jerry) Yu, Ph.D., Rosane Charlab Orbach, 
Ph.D., Michael Pacanowski, Pharm.D. 

OCP Final Signatory NAM Atiqur Rahman, Ph.D. (Division Director)

The Office of Clinical Pharmacology (OCP) review is complete and has been added to the Multi-
disciplinary Review and Evaluation, which will be uploaded to DARRTS when it is finalized. 
Refer to the Multi-disciplinary Review and Evaluation for additional details. The proposed 
dosing regimen of 15 mg/kg administered by intravenous infusion over 60 minutes on days 1 and 
8 of 21-day cycles has demonstrated clinical efficacy with a tolerable safety profile; therefore the 
proposed dosing regimen is acceptable. From a Clinical Pharmacology standpoint, the BLA is 
acceptable to support approval provided that the Applicant and the FDA reach an agreement 
regarding the labeling language.
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Biopharmaceutics 
☐ Absolute Bioavailability    

☐ Relative Bioavailability   

☐ Bioequivalence   

☐ Food Effect    

☐ Other   

Human Pharmacokinetics 
Healthy 
Subjects 

☐ Single Dose   

☐ Multiple Dose   

Patients 

☐ Single Dose   

 Multiple Dose  11 I5B-IE-JGDG, I5B-EW-JGDI, I5B-MC-JGDJ, I5B-JE-JGDK, I5B-
IE-JGDC, I5B-IE-JGDF, I5B-IE-JGDA, I5B-IE-JGDB, I5B-IE-
JGDD, I5B-IE-JGDE, I5B-IE-JGDH 

☐ Mass Balance Study   

☐ Other (e.g. dose proportionality)   

Intrinsic Factors  
 Race  Population pharmacokinetic (popPK) analyses 
 Sex  PopPK analyses 
 Geriatrics  PopPK analyses 
☐ Pediatrics  Exempt from PREA due to orphan drug designation 

 Hepatic Impairment  PopPK analyses 
 Renal Impairment   PopPK analyses 
☐ Genetics    

Extrinsic Factors  
 Effects on Primary Drug  PopPK analyses  

 Effects of Primary Drug 
 Potential PK interaction between olaratumab and doxorubicin 

evaluated in Trial JGDI 
Pharmacodynamics   
☐ Healthy Subjects   
 Patients  Exposure-response analyses 
Pharmacokinetics/Pharmacodynamics 
☐ Healthy Subjects   
 Patients   
 QT 1 I5B-EW-JGDI 
Pharmacometrics  
 Population Pharmacokinetics  1  
 Exposure-Efficacy 1  
 Exposure-Safety 1  
Total Number of Studies  

In Vitro 
0 

In Vivo 
15 

Total Number of Studies to be Reviewed  0 15 
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