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NDA Executive Summary 
 

1. Application/Product Information  

NDA Number 218550 

Applicant Name GENENTECH INC 

Drug Product Name Rozlytrek (Entrectinib) 

Dosage Form   Pellets 

Proposed Strength(s)   50 mg 

NDA Classification   Type 3 - New Dosage Form 

Route of Administration   Oral 

Maximum Daily Dose 600 mg 

Rx/OTC Dispensed   Rx 

Proposed Indication 

ROZLYTREK is a kinase inhibitor indicated for the 
treatment of: 
•Adult patients with ROS1-positive metastatic non-
small cell lung cancer (NSCLC) as detected by an 
FDA-approved test. 
•Adult  with solid tumors that: 

o have a neurotrophic tyrosine receptor kinase 
(NTRK) gene fusion, as detected by an FDA-
approved test without a known acquired 
resistance mutation,  

o are metastatic or where surgical resection is 
likely to result in severe morbidity, and  

o have progressed following treatment or have 
no satisfactory alternative therapy. 

Drug Product Description brownish orange or grayish orange pellets in packets 

Co-packaged product 
information 

N/A 

Device information N/A 

Storage Temperature/ 
Conditions 

Store at 20°C to 25°C (68°F to 77°F); excursions 
permitted between 15°C to 30°C (59°F to 86°F) [see 
USP Controlled Room Temperature]. 
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Review Team 

Discipline Primary Secondary 

Drug Substance 
Kabir 
Shahjahan 

Haripada Sarker 

Drug Product/ 
Labeling 

Xiao Hong 
Chen 

Xing Wang 

Manufacturing Diane Goll Zhaoyang Meng 

Biopharmaceutics Gerlie Gieser Anitha Govada 

Microbiology N/A  

Other (specify) N/A  

RBPM Janell Artis 

ATL Xing Wang 

Consults None 

 
2. Final Overall Recommendation  - Approval 
3. Action Letter Information 

a. Expiration Dating:  
24 months.  
Store at 20°C to 25°C (68°F to 77°F); excursions permitted between 15°C to 
30°C (59°F to 86°F) [see USP Controlled Room Temperature]. 
 
b. Additional Comments for Action  
None 

 
4. Basis for Recommendation:  
 

a. Summary of Rationale for Recommendation: 

 Entrectinib capsules were approved for the treatment of patients with 
metastatic non-small cell lung cancer on August 15, 2019. For the current 
NDA, the applicant is seeking approval of Entrectinib oral pellets for the 
treatment of the rare population of adult  with tumors 
that harbor NTRK or ROS1 gene fusions. The applicant has provided 
sufficient information to assure the identity, strength, purity, and quality of the 
proposed drug product. The applicant adequately justified performing most 

. All associated manufacturing, testing, packaging 
facilities were deemed acceptable. However, the applicant’s prediction of 
fasted BE between the oral granules and oral capsules could not be verified 
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 via a modeling approach. Based on the OPQ review team’s evaluation of the 
information provided in the submission, OPQ recommends APPROVAL of 
NDA 218550 for Rozlytrek (Entrectinib) Oral Pellets 50mg. 

 
b. Is the overall recommendation in agreement with the individual 
discipline recommendations?    Yes 

 
Recommendation by Subdiscipline: 

   Drug Substance      - Adequate 
   Drug Product  - Adequate 
   Quality Labeling  - Adequate 
   Manufacturing  - Adequate 
   Biopharmaceutics - Adequate 
   Microbiology  - N/A 

 

 Environmental Assessment:    Categorical Exclusion - Adequate 

 QPA for EA(s):     No 
 

5.  Life-Cycle Considerations 
Established Conditions per ICH Q12:  No 
Comments: 

 
Comparability Protocols (PACMP):  No 
Comments: 

 
 Additional Lifecycle Comments: 

None 
 

 
Application Technical Lead Name and Date:  
 
Xing Wang, Ph.D. 
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If there is a USP 
monograph for the drug 
product and it contains a 
labeling requirement, 
ensure the labeling 
requirement is fulfilled. 
Note the labeling 
requirement may be 
applicable to another 
section of the PI (e.g., 
Section 11). 

N/A  

For radioactive products, 
include radiation dosimetry 
for the patient and 
healthcare practitioner(s) 
who administer the drug 

N/A  

For hazardous products, 
include the statement 
“DRUG X is a hazardous 
drug. Follow applicable 
special handling and 
disposal procedures.x” with 
x numerical citation to 
“OSHA Hazardous Drugs”. 

N/A  
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3.1 Container Labels  
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