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NAME AND ADDRESS OF SPONSOR
Fresenius Kabi USA, LLC
Three Corporate Drive
Lake Zurich, IL 60047

CONTACT PERSON
Jenna Holm
Regulatory Specialist
Fresenius Kabi USA, LLC
1-847-550-2647

DRUG PRODUCT NAME
Proprietary Name: None
Established Name/Code Name(s): Caspofungin Acetate for Injection
Chemical Name: 1-[(4 R ,5 S )-5-[(2-amino-ethyl)amino]- N 2 -(10, 12-dimethyl-1-

oxotetradecyl)-4- hydroxy-Lornithine]-5-[(3 R )-3-hydroxy-L-
ornithine] pneumocandin B 0 diacetate (salt).

Structural Formula:

Molecular weight:   
1213.42

Empirical formula:          
C52H88N10O15.2C2H4O2

 
DRUG CATEGORY
Anti-fungal
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Reference ID: 4029696



Division of Anti-Infective Products
NDA 206110 Clinical Microbiology
Caspofungin Acetate for Injection Kerian Grande Roche, PhD
Fresenius Kabi, USA, LLC

PROPOSED INDICATION(S)
Antifungal drug indicated in adults and pediatric patients (3 months and older) for:
• Empirical therapy for presumed fungal infections in febrile, neutropenic patients. 
• Treatment of candidemia and the following Candida infections: intra-abdominal 
abscesses, peritonitis and pleural space infections. 
• Treatment of esophageal candidiasis. 
• Treatment of invasive aspergillosis in patients who are refractory to or intolerant of 
other therapies (e.g., amphotericin B, lipid formulations of amphotericin B, 
itraconazole).

PROPOSED DOSAGE FORM, DOSAGE, ROUTE OF ADMINISTRATION, 
STRENGTH AND DURATION OF TREATMENT

Dosage Form: 50 or 70 mg lyophilized powder
Route of Administration: Intravenous administration
Dosage: 70 mg loading dose, 50 mg maintenance dose daily.
Strength: 50 mg/vial or 70 mg/vial
Duration of Treatment: at least days

DISPENSED
Rx

RELATED DOCUMENTS
NDA 21227 

REMARKS
This 505(b)(2) NDA application is for caspofungin acetate for injection, 50 mg/vial and 
70mg/vial. The reference listed drug is CANCIDAS® (caspofungin acetate), an 
echinocandin antifungal drug. Changes made to the proposed drug product from the 
reference listed drug are changes to inactive ingredients. This is a resubmission following 
pending litigation and tentative approval.

CONCLUSIONS AND RECOMMENDATIONS
From a clinical microbiology perspective, the recommendation is approval.

The Applicant submitted NDA 206110 on Dec. 27, 2013. No new clinical microbiology 
studies were submitted for review, however, labeling for the proposed drug product was 
submitted and reviewed. The clinical microbiology subsection (12.4) and references 
(15.0) of the Applicant’s proposed labeling for caspofungin acetate for injection was in 
agreement with those sections in the labeling for the reference listed drug. Only minor 
formatting corrections were made and were reviewed on 12-27-13. The proposed labeling 
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(b) 
(4)



Division of Anti-Infective Products
NDA 206110 Clinical Microbiology
Caspofungin Acetate for Injection Kerian Grande Roche, PhD
Fresenius Kabi, USA, LLC

is acceptable with no additional changes proposed at this time. A side-by side comparison 
of the proposed drug and the reference listed drugs is shown in the table below:

Table 1: Side-by-side comparison of the Reference Listed Drug and the proposed Drug
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Date Company Submitted Document: 12-27-13 CDER Date Received: 12-27-13
Received for Review: 12-27-13 Reviewer: Kerian Grande Roche
Date Assigned: 12-27-13 Date Complete: 9-18-14

NAME AND ADDRESS OF SPONSOR
Fesenius Kabi USA, LLC
Three Corporate Drive
Lake Zurich, IL 60047

CONTACT PERSON
Jenna Holm
Regulatory Specialist
Fresenius Kabi USA, LLC
1-847-550-2647

DRUG PRODUCT NAME
Proprietary Name: None
Established Name/Code Name(s): Caspofungin Acetate for Injection
Chemical Name: 1-[(4 R ,5 S )-5-[(2-amino-ethyl)amino]- N 2 -(10, 12-dimethyl-1-

oxotetradecyl)-4- hydroxy-Lornithine]-5-[(3 R )-3-hydroxy-L-
ornithine] pneumocandin B 0 diacetate (salt).

Structural Formula:

Molecular weight:   
1213.42

Empirical formula:          
C52H88N10O15.2C2H4O2

DRUG CATEGORY
Anti-fungal

Reference ID: 3630257
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PROPOSED INDICATION(S)
Antifungal drug indicated in adults and pediatric patients (3 months and older) for:
! Empirical therapy for presumed fungal infections in febrile, neutropenic patients. 
! Treatment of candidemia and the following Candida infections: intra-abdominal 
abscesses, peritonitis and pleural space infections. 
! Treatment of esophageal candidiasis. 
! Treatment of invasive aspergillosis in patients who are refractory to or intolerant of 
other therapies (e.g., amphotericin B, lipid formulations of amphotericin B, 
itraconazole).

PROPOSED DOSAGE FORM, DOSAGE, ROUTE OF ADMINISTRATION, 
STRENGTH AND DURATION OF TREATMENT

Dosage Form: 50 or 70 mg lyophilized powder
Route of Administration: Intravenous administration
Dosage: 70 mg loading dose, 50 mg maintenance dose daily.
Strength: 50 mg/vial or 70 mg/vial
Duration of Treatment: at least days

DISPENSED
Rx

RELATED DOCUMENTS
NDA 21227 (N-000, SE1-001, SE1-002, SE1-007, SE1-012)

REMARKS
This 505(b)(2) NDA application is for caspofungin acetate for injection, 50 mg/vial and 
70mg/vial. The reference listed drug is CANCIDAS® (caspofungin acetate). Changes 
made to the proposed drug product from the reference listed drug are changes to inactive 
ingredients.

CONCLUSIONS AND RECOMMENDATIONS
No new clinical microbiology studies were submitted for review, however, labeling for 
the proposed drug product was submitted and reviewed. The clinical microbiology 
subsection (12.4) and references (15.0) of the Applicant’s proposed labeling for 
caspofungin acetate for injection is in agreement with those sections in the labeling for 
the reference listed drug. Only minor formatting corrections have been made. 
Additionally, the proposed labeling is acceptable with no additional changes proposed at 
this time. A side-by side comparison of the proposed drug and the reference listed drugs 
is shown in the table below:

Reference ID: 3630257

(b) 
(4)
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Kerian Grande Roche, Ph.D
Clinical Microbiology Reviewer

Kerry Snow, MS
Clinical Microbiology Team Leader
18 September 2014

Reference ID: 3630257
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