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DIVISION OF ANTI-INFECTIVE PRODUCTS 
CLINICAL MICROBIOLOGY REVIEW

Date review completed: 11-25-17

NDA 208744 Tigecycline for Injection, USP 50 mg/vial

Date Company Submitted Document: 7-18-17 CDER Date Received: 7-18-17
Received for Review: 7-18-17 Reviewer: Kerian Grande Roche
Date Assigned: 7-18-17

NAME AND ADDRESS OF Applicant
Accord Healthcare Inc.
1009 Slater Road,
Suite 210-B
Durham NC 27703, USA

CONTACT PERSON
Sabita Nair
Sr. Director-Regulatory Affairs

DRUG PRODUCT NAME
Proprietary Name: N/A
Established Name/Code Name(s): Tigecycline for Injection, USP 50 mg/vial
Chemical Name: (4S,4aS,5aR,12aS)-9-[2-(tert-butylamino)acetamido]-4,7-bis(dimethylamino)-
1,4,4a,5,5a,6,11,12a-octahydro-3,10,12,12a-tetrahydroxy-1,11-dioxo-2naphthacenecarboxamide
Chemical Structure:

DRUG CATEGORY:
Antibiotic

PROPOSED INDICATION(S)
Tigecycline for injection USP is a tetracycline-class antibacterial drug indicated in patients 18 
years of age and older for: 
 Complicated skin and skin structure infections 
 Complicated intra-abdominal infections 
 Community-acquired bacterial pneumonia 

PROPOSED DOSAGE FORM, DOSAGE, ROUTE OF ADMINISTRATION, 
STRENGTH AND DURATION OF TREATMENT
Dosage Form: lyophilized powder for reconstitution
Route of Administration: Intravenous

Reference ID: 4203600



DIVISION OF ANTI-INFECTIVE PRODUCTS 
CLINICAL MICROBIOLOGY REVIEW

Date review completed: 11-25-17

NDA 208744 Tigecycline for Injection, USP 50 mg/vial

Dosage:  Initial dose of 100 mg, followed by 50 mg every 12 hours administered intravenously 
over approximately 30 to 60 minutes.
Strength: 50 mg/vial
Duration of Treatment: The recommended duration of treatment with tigecycline for injection for 
complicated skin and skin structure infections or for complicated intra-abdominal infections is 5 to 
14 days. The recommended duration of treatment with tigecycline for injection for community-
acquired bacterial pneumonia is 7 to 14 days.

DISPENSED:
Rx

RELATED DOCUMENTS:
NDA 21821 Tygacil

REMARKS
This is a class 2 resubmission for a 505(b)(2) NDA for tigecycline for injection, USP 50 mg/vial.  
This 505(b)(2) relies on the Agency’s findings of safety and effectiveness for the reference listed 
drug, Tygacil (tigecycline) for injection (NDA 21821) as reflected in the approved labeling.

CONCLUSIONS AND RECOMMENDATIONS
From a Clinical Microbiology standpoint, this application may be approved as the Applicant has 
agreed to the Agency’s recommended labeling changes as indicated below:







Kerian Grande Roche, PhD.
Clinical Microbiology Reviewer
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DIVISION OF ANTI-INFECTIVE PRODUCTS 
CLINICAL MICROBIOLOGY REVIEW

Date review completed: 6-21-16

NDA 208744 Tigecycline for Injection, USP 50 mg/vial

Date Company Submitted Document: 11-30-15 CDER Date Received: 11-30-15
Received for Review: 11-30-15 Reviewer: Kerian Grande Roche
Date Assigned: 11-30-15

NAME AND ADDRESS OF Applicant
Accord Healthcare Inc.
1009 Slater Road,
Suite 210-B
Durham NC 27703, USA

CONTACT PERSON
Sabita Nair
Sr. Director-Regulatory Affairs

DRUG PRODUCT NAME
Proprietary Name: N/A
Established Name/Code Name(s): Tigecycline for Injection, USP 50 mg/vial
Chemical Name: (4S,4aS,5aR,12aS)-9-[2-(tert-butylamino)acetamido]-4,7-bis(dimethylamino)-
1,4,4a,5,5a,6,11,12a-octahydro-3,10,12,12a-tetrahydroxy-1,11-dioxo-2naphthacenecarboxamide
Chemical Structure:

DRUG CATEGORY:
Antibiotic

PROPOSED INDICATION(S)
Tigecycline for injection USP is a tetracycline-class antibacterial drug indicated in patients 18 
years of age and older for: 
 Complicated skin and skin structure infections 
 Complicated intra-abdominal infections 
 Community-acquired bacterial pneumonia 

PROPOSED DOSAGE FORM, DOSAGE, ROUTE OF ADMINISTRATION, 
STRENGTH AND DURATION OF TREATMENT
Dosage Form: lyophilized powder for reconstitution
Route of Administration: Intravenous

Reference ID: 3950184
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