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EXECUTIVE SUMMARY 
I. RECOMMENDATIONS AND CONCLUSION ON APPROVABILITY

CMC recommends approval.  The previous recommendation of complete 
response was due to an inspection (May 2019) resulting in a change in 
facility status to Potential Official Action Indicated.
The facility issues have been resolved and the Office of Pharmaceutical 
Manufacturing Assessment (OPMA) (formerly OPF) now recommend 
approval.  See screenshot from Panorama at the bottom of this page.

II. SUMMARY OF QUALITY ASSESSMENTS 

A. Product Overview
This is review #8.  The previous review in April 2019 recommended 
approval however an inspection (May 2019) resulted in a change in facility 
status to Potential Official Action Indicated and an addendum in May 2019 
recommended complete response.
No other CMC discipline reviewed any information in this resubmission.  
Only the facilities reviewer looked at the status of the manufacturing 
facility and determined that OPMA recommends approval.

Proposed 
Indication(s) 
including Intended 
Patient Population

Indicated for the management of moderate to 
severe pain with adjunctive opioid analgesics; 
Indicated for the reduction of fever.

Duration of 
Treatment

N/A

Maximum Daily Dose 4 grams daily
Alternative Methods 
of Administration

N/A

Reference ID: 4549001Reference ID: 4737066



Reference ID: 4549001Reference ID: 4737066

         

        
                        

       

     

        

             

  

  

 

 
 

   

 
 
 

      

   
  

 

   
 

 

  

           

   

   
        

 
 

     
 

       
   

 
 

 

 



--------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically. Following this are manifestations of any and all
electronic signatures for this electronic record.
--------------------------------------------------------------------------------------------
/s/
------------------------------------------------------------

VALERIE R AMSPACHER
01/21/2020 10:28:18 AM

Signature Page 1 of 1

Reference ID: 4549001Reference ID: 4737066







 
 
 
 

Reference ID: 4737066

 

  

 

  
  

   
 

 

 
   

  

   

    

        

  

  
        

      

        
   

 

 
 

 



Valerie
Amspacher

Digitally signed by Valerie Amspacher
Date: 11/18/2019 01:25:21PM
GUID: 5714dbd10078d2d3d9b60a0ceb819fc3

Julia
Pinto

Digitally signed by Julia Pinto
Date: 11/19/2019 05:49:55PM
GUID: 5050dbcb00001294a888a4bdc20a3a58

Reference ID: 4737066









Valerie
Amspacher

Digitally signed by Valerie Amspacher
Date: 5/21/2019 05:01:39PM
GUID: 5714dbd10078d2d3d9b60a0ceb819fc3

Julia
Pinto

Digitally signed by Julia Pinto
Date: 5/22/2019 10:58:35AM
GUID: 5050dbcb00001294a888a4bdc20a3a58

Reference ID: 4737066



NDA 206610 Resubmission, Acetaminophen Quality Assessment 

 

Table of Contents 

Executive Summary, pg. 2 

Drug Product, pg. 6 

Microbiology, pg. 20 

Final Quality Review Data, pg. 32 

Final Risk Assessment, pg. 34 

Reference ID: 4737066









Valerie
Amspacher

Digitally signed by Valerie Amspacher
Date: 4/29/2019 07:44:38AM
GUID: 5714dbd10078d2d3d9b60a0ceb819fc3

Julia
Pinto

Digitally signed by Julia Pinto
Date: 4/29/2019 11:10:26AM
GUID: 5050dbcb00001294a888a4bdc20a3a58

Reference ID: 4737066

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







Jason
God

Digitally signed by Jason God
Date: 1/18/2019 10:22:04AM
GUID: 56e1bae0001680fc58a5ce226a4481ab

Denise
Miller

Digitally signed by Denise Miller
Date: 1/18/2019 10:42:17AM
GUID: 508da7280002a5d546459b998253d1aa

Reference ID: 4737066





Valerie
Amspacher

Digitally signed by Valerie Amspacher
Date: 4/29/2019 07:44:45AM
GUID: 5714dbd10078d2d3d9b60a0ceb819fc3

Julia
Pinto

Digitally signed by Julia Pinto
Date: 4/29/2019 11:09:42AM
GUID: 5050dbcb00001294a888a4bdc20a3a58

Reference ID: 4737066







Valerie
Amspacher

Digitally signed by Valerie Amspacher
Date: 4/29/2019 07:44:51AM
GUID: 5714dbd10078d2d3d9b60a0ceb819fc3

Julia
Pinto

Digitally signed by Julia Pinto
Date: 4/29/2019 11:10:38AM
GUID: 5050dbcb00001294a888a4bdc20a3a58

Reference ID: 4737066



Valerie
Amspacher

Digitally signed by Valerie Amspacher
Date: 5/02/2019 02:46:45PM
GUID: 5714dbd10078d2d3d9b60a0ceb819fc3

Reference ID: 4737066









Valerie
Amspacher

Digitally signed by Valerie Amspacher
Date: 4/29/2019 07:44:38AM
GUID: 5714dbd10078d2d3d9b60a0ceb819fc3

Julia
Pinto

Digitally signed by Julia Pinto
Date: 4/29/2019 11:10:26AM
GUID: 5050dbcb00001294a888a4bdc20a3a58

Reference ID: 4737066















Ciby
Abraham

Digitally signed by Ciby Abraham
Date: 11/16/2017 01:09:58PM
GUID: 512518c000026e22966a3bf7c15f7809

Reference ID: 4737066





















Julia
Pinto

Digitally signed by Julia Pinto
Date: 2/01/2017 09:23:17AM
GUID: 5050dbcb00001294a888a4bdc20a3a58

Ciby
Abraham

Digitally signed by Ciby Abraham
Date: 2/01/2017 09:35:53AM
GUID: 512518c000026e22966a3bf7c15f7809

Reference ID: 4737066



















CHEMISTRY REVIEW

NDA 206610

Acetaminophen for Injection

1g/vial

Agila Specialties Private Limited

Ciby J. Abraham, Ph.D.

ONDP/DIV II/Branch IV
for

Division of Anesthesia, Analgesia & Addiction Products

Reference ID: 4737066































Valerie
Amspacher

Digitally signed by Valerie Amspacher
Date: 4/29/2019 07:40:29AM
GUID: 5714dbd10078d2d3d9b60a0ceb819fc3

Julia
Pinto

Digitally signed by Julia Pinto
Date: 4/29/2019 11:09:11AM
GUID: 5050dbcb00001294a888a4bdc20a3a58

Reference ID: 4737066







Jason
God

Digitally signed by Jason God
Date: 1/18/2019 10:22:04AM
GUID: 56e1bae0001680fc58a5ce226a4481ab

Denise
Miller

Digitally signed by Denise Miller
Date: 1/18/2019 10:42:17AM
GUID: 508da7280002a5d546459b998253d1aa

Reference ID: 4737066



Product Quality Microbiology Review 
 

February 18, 2015 
 

 
NDA:    206610    
 
Drug Product Name 

Proprietary:   Acetaminophen Injection 
Non-proprietary:  Acetaminophen Injection 1g/vial 

 
Review Number:   1 
 
 
Dates of Submission(s) Covered by this Review 

Submit Received Review 
Request 

Assigned to 
Reviewer 

May 02, 2014 May 05, 2014 May 14, 2014 May 16, 2014 
 
 
Submission History (for 2nd Reviews or higher) – N/A 
 
Applicant/Sponsor  
Name:    Agila (Formerly Strides) Specialties Private Ltd. 

Address:  201 South Main Street, Suite 3, Lambertville NJ 
08530, Tel: (609) 773-5000 

Representative:  Anil Sachdeva, Sr. Director, Regulatory Affairs  
    TEL: (410)-603-1380 
 
Name of Reviewer:  Vinayak B. Pawar, Ph.D. 
 
Conclusion:   Recommend Approval 
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Product Quality Microbiology Data Sheet 

 
A. 1. TYPE OF SUBMISSION: Original Drug Application 

 
2. SUBMISSION PROVIDES FOR: New Drug Application 
 
3. MANUFACTURING SITE:  Agila Specialties Private Ltd., Bangalore, 

India 560105. 
 
4. DOSAGE FORM, ROUTE OF ADMINISTRATION AND 

STRENGTH/POTENCY: Lyophilized drug product 1g/vial for 
intravenous administration. 

 
5. METHOD(S) OF STERILIZATION:  
 
6. PHARMACOLOGICAL CATEGORY: Managing moderate pain and 

fever reduction. 
 
 

B. SUPPORTING/RELATED DOCUMENTS: None. 
 

C. REMARKS: Agila Specialties Private Limited herewith submitting a New Drug 
Application (NDA 206610) for Acetaminophen for Injection [1 g/vial].  This is an 
electronic submission.  

 
 
filename: N206610R1 
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Executive Summary 
 

I. Recommendations 
 
A. Recommendation on Approvability – Recommend Approval. 
 
B. Recommendations on Phase 4 Commitments and/or 

Agreements, if Approvable – N/A 
 

II. Summary of Microbiology Assessments 
 

A. Brief Description of the Manufacturing Processes that relate to 
Product Quality Microbiology – The drug product is 
manufactured by and 
lyophilization. 

 
B. Brief Description of Microbiology Deficiencies – None. 
 
C. Assessment of Risk Due to Microbiology Deficiencies – N/A 
 
D. Contains Potential Precedent Decision(s) -  Yes     No 
 

 
III. Administrative 
 

A. Reviewer's Signature _____________________________ 
 Vinayak B. Pawar, Ph.D., Sr. Review Microbiologist, OPQ/CDER 
 
B. Endorsement Block _____________________________    

Stephen E. Langille, Ph.D., Acting Chief Branch III, OPQ/CDER 
 
C. CC Block 

N/A 
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BIOPHARMACEUTICS REVIEW
Office of New Drug Quality Assessment

Application No.: NDA 206610 Reviewer:  
Kelly M. Kitchens, Ph.D.Submission Date: May 2, 2014

Division:
Division of Anesthesia, 
Analgesia, and Addiction 
Products

Team Lead:  
Tapash Ghosh, Ph.D.

Applicant: Agila Specialties Private 
Limited

Acting Supervisor:
Paul Seo, Ph.D.

Trade Name: N/A Date 
Assigned: May 14, 2014

Established Name: Acetaminophen for Injection Date of 
Review:

August 25, 
2014

Indication: 

The management of mild to 
moderate pain, the 
management of moderate to 
severe pain with adjunctive 
opioid analgesics and
reduction of fever.

Type of Submission:  
New Drug Application 505(b)(2)

Formulation/
strengths 1 g/vial

Route of 
Administration Intravenous infusion

Type of Review: Biowaiver Request

SUMMARY:

Background: The proposed drug product, Acetaminophen for Injection, is a sterile 
lyophilized powder or cake containing 1 g acetaminophen per vial (100 mL glass vial), 
and is indicated for:

! the management of mild to moderate pain;
! the management of moderate to severe pain with adjunctive opioid analgesics;
! the reduction of fever.

The reference drug product for Acetaminophen for Injection is Ofirmev® 
(acetaminophen) for Injection (NDA 22450, approved November 2, 2010), which has the 
same indication as Acetaminophen for Injection. Ofirmev® (acetaminophen) for 
Injection is approved for intravenous administration over 15 minutes, with a maximum 
daily dose of 4000 mg in 24 hours (for patients 13 and older weighing ≥ 50 kg).  After 
reconstitution to with 100 mL sterile water for injection, the contents of the 
Acetaminophen for Injection vial should be administered intravenously over 15 minutes. 

Submission: The Applicant requests a biowaiver for Acetaminophen for Injection (1 
g/vial) per 21 CFR § 320.22 (b)(1), based on the following:

! The proposed drug product is a clear, sterile solution after reconstitution and 

Reference ID: 3617468
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dilution; it is intended solely for administration by injection (intravenous 
infusion).

! The proposed drug product claims the same active ingredients in the same 
concentration as presented on the labeling of the reference drug product, Ofirmev 
(acetaminophen) for Injection that is the subject of an approved NDA 22450 held 
by Cadence Pharms, and approved November 2, 2010.

Review: The Biopharmaceutics review is focused on the evaluation and approvability of 
the information submitted to support the biowaiver request.

RECOMMENDATION: 

The waiver for in vivo bioavailability/bioequivalence studies for Acetaminophen for 
Injection, 1 g/vial, is granted. From the Biopharmaceutics perspective, NDA 206610 for 
Acetaminophen for Injection, 1 g/vial, is recommended for approval.

Signature                                                             Signature  
Kelly M. Kitchens, Ph.D.                                     Tapash Ghosh, Ph.D.
Biopharmaceutics Reviewer                                 Biopharmaceutics Team Leader 
Office of New Drug Quality Assessment             Office of New Drug Quality Assessment

cc. PSeo.
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RECOMMENDATION:

The waiver for in vivo bioavailability/bioequivalence studies for Acetaminophen for 
Injection, 1 g/vial, is granted. From the Biopharmaceutics perspective, NDA 206610 for 
Acetaminophen for Injection, 1 g/vial, is recommended for approval.
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