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ANDA 078682/S-016 and S-021 

CHANGES BEING EFFECTED 
APPROVAL 

Bionpharma Inc. 
600 Alexander Road 
Suite 2-4B 
Princeton, NJ 08540 
Attention: Usha Sankaran 

Associate Vice President, Regulatory Affairs 

Dear Usha Sankaran: 

This is in reference to your supplemental abbreviated new drug applications (sANDAs) received 
for review on August 28, 2017 (S-016) and November 6, 2018 (S-021), submitted pursuant to 
section 505(j) of the Federal Food, Drug, and Cosmetic Act (FD&C Act) for Ibuprofen Capsules, 
200 mg (OTC). 

These sANDAs, submitted as “Changes Being Effected,” provide for: 

S-016: labeling revisions to be in accordance with the reference listed drug (RLD) Advil® 
Liqui-Gels (Pain Reliever/Fever Reducver), NDA 020402/S-043, approved August 8, 
2017. 

S-021: new labeling for “Migraine Relief” in accordance with the RLD, Advil® Liqui-Gels 
(Migraine Relief), NDA 020402/S-043, approved August 8, 2017. 

We have completed the review of these sANDAs and they are approved. 

REPORTING REQUIREMENTS 

Postmarketing reporting requirements for this ANDA are set forth in 21 CFR 314.80-81 and 
314.98 and at section 506I of the FD&C Act. The Office of Generic Drugs should be advised of 
any change in the marketing status of this drug or if this drug will not be available for sale after 
approval. In particular, under section 506I(b) of the FD&C Act, you are required to notify the 
Office of Generic Drugs in writing within 180 days from the date of this letter if this drug will not 
be available for sale within 180 days from the date of approval. As part of such written 
notification, you must include (1) the identity of the drug by established name and proprietary 
name (if any); (2) the ANDA number; (3) the strength of the drug; (4) the date on which the drug 
will be available for sale, if known; and (5) the reason for not marketing the drug after approval. 

ANNUAL FACILITY FEES 

The Generic Drug User Fee Amendments of 2012 (GDUFA) (Public Law 112-144, Title III) 
established certain provisions 1 with respect to self-identification of facilities and payment of 
annual facility fees. Your ANDA identifies at least one facility that is subject to the self-

U.S. Food & Drug Administration 
10903 New Hampshire Avenue 
Silver Spring, MD 20993 
www.fda.gov Page 1 of 2 
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ANDA 078682 S-016 and S-021 
Page 2 

identification requirement and payment of an annual facility fee. Self-identification must occur 
by June 1 of each year for the next fiscal year. Facility fees must be paid each year by the date 
specified in the Federal Register notice announcing facility fee amounts. All finished dosage 
forms (FDFs) or active pharmaceutical ingredients (APIs) manufactured in a facility that has not 
met its obligations to self-identify or to pay fees when they are due will be deemed misbranded. 
This means that it will be a violation of federal law to ship these products in interstate commerce 
or to import them into the United States. Such violations can result in prosecution of those 
responsible, injunctions, or seizures of misbranded products. Products misbranded because of 
failure to self-identify or pay facility fees are subject to being denied entry into the United States. 

Sincerely yours, 

{See appended electronic signature page} 

For CAPT Chi-Ann Wu, PharmD, MPH 
Director 
Division of Labeling Review 
Office of Regulatory Operations 
Office of Generic Drugs 
Center for Drug Evaluation and Research 

1 Some of these provisions were amended by the Generic Drug User Fee Amendments of 2017 (GDUFA II) (Public 
Law 115-52, Title III). 

U.S. Food & Drug Administration 
10903 New Hampshire Avenue 
Silver Spring, MD 20993 

www.fda.gov 
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*** This document contains proprietary information that cannot be released to the public***v.40 

SUPPLEMENT LABELING REVIEW 

Division of Labeling Review
 

Office of Regulatory Operations
 

Office of Generic Drugs (OGD)
 

Center for Drug Evaluation and Research (CDER)
 

Date of this Review 2/1/2019 

Review Cycle Number 2 

ANDA(s) and Supplement Number(s) 078682/S-020, S-016 and S-021 

Applicant Name Bionpharma Inc. 

Proprietary Name, Established Name, 

and Strength(s) 

[Add “(OTC)” after strength if 

applicable] 

Ibuprofen Capsules, 200 mg (OTC) 

Current Received Date 12/3/2018 

Previous Received Date(s) of 

Proposed Supplement 

S-020: 9/26/2018; 9/10/2018 

S-016: 8/28/2017 

S-021: 11/6/2018 

Primary Labeling Reviewer Oluwakemi O. Odesina 

Secondary Labeling Reviewer Refer to signature page 

1 | P a g e 

http:public***v.40


  

 

 

      

     

     

      

   

       

                     

                      

      

       

  

      

    

    

    

 

  

 

       

 

         
    

 

  

 

    
    

  

  
  
  
  
  

 

 
    

  

      

Review Conclusion 

ACCEPTABLE - No Comments. 

ACCEPTABLE - Include Post approval comments. 

Minor Deficiency* – Refer to Labeling Deficiencies and Comments for Letter to Applicant 

Major Deficiency† – Refer to Labeling Deficiencies and Comments for Letter to Applicant 

†Theme - Choose an item. 

Justification for Major Deficiency - Choose an item. 

*Please Note: The Regulatory Project Manager (RPM) may change the recommendation from Minor Deficiency to Discipline Review Letter/Information 

Request (DRL/IR) if all other OGD reviews are acceptable. Otherwise, the labeling minor and major deficiencies will be included in the Complete Response 

Letter (CRL) letter to the applicant. 

On Policy Alert List 

Acceptable for Filing 

Combined Insert/Outsert 

Yes     No 

Yes     No 

Yes     No (If yes, indicate ANDA number) 

For labeling supplement(s): 

This Changes Being Effected supplemental abbreviated new drug CLICK HERE 

We have completed the review of this supplemental application. Choose an item. effective on the 
date of this letter.  Choose an item. 

OR
 

We have completed the review of your applications and have determined that we cannot approve 
these applications in their present form. We have described below our reasons for this action and, 
where possible, our recommendations to address 

1. CONTAINER LABEL 
2. CARTON LABELING 
3. PRESCRIBING INFORMATION 
4. MEDICATION GUIDE 
5. STRUCTURED PRODUCT LABELING (SPL) 

For combined supplement(s): 

. 
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The Division of Labeling Review has no comments.  Labeling is acceptable. 
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 Blue Colored Capsules 

8’s, 20’s, 200’s, 240’s, 300’s 
Bottle Label 

 Orange Colored 
Capsules 

8’s, 20’s, 200’s, 240’s 300’s 
Bottle Label 

 Clear Capsules 

8’s 20’s, 200’s, 240’s, 300’s 
Bottle Label 

--------------------------

S-021 (Migraine) 

20’s Bottle Label 

----------------------------

12/3/2018 

S-020 (Minis) 

8’s, 300’s  Bottle Label 

Pouch 

Draft 

S-016 (Pain Reliever/Fever 
Reducer) 

 Blue Colored Capsules 

2’s Pouch Label 

 Orange Colored 
Capsules 

2’s Pouch Label 

 Clear Capsules 

2’s Pouch Label 

08/28/2017 

Satisfactory 

Carton Draft 
S-016 (Pain Reliever/Fever 

Reducer) 

08/28/2017 

11/06/2018 

Satisfactory 
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MOST RECENTLY APPROVED NDA MODEL LABELING 

(If NDA is listed in the discontinued section of the Orange Book, indicate whether the application has been withdrawn and if so, 
enter the most recently approved ANDA labeling information as applicable.) 

NDA#/Supplement# (S-000 if original): 020402/S-042; 020402/S-043 

Supplement Approval Date: 03/08/2017; 08/08/2018 

Proprietary Name: Advil Liqui-Gels Minis; Advil Liqui-Gels 

Established Name: Solubilized Ibuprofen Capsules 

Description of Supplement: 

S-042 

S-043
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 NDA 020402/S-043 approved on 08/08/2017 
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020402Orig1s043lbl.

pdf

020402s042lbl.pdf

3.1.2 RX PRESCRIBING INFORMATION, PATIENT LABELING, & DRUG FACTS 

LABELING (OTC) 

23 | P a g e 
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*** This document contains proprietary information that cannot be released to the public***v.40 

SUPPLEMENT LABELING REVIEW 

Division of Labeling Review
 

Office of Regulatory Operations
 
Office of Generic Drugs (OGD)
 

Center for Drug Evaluation and Research (CDER)
 

Date of this Review 11/13/2018 

Review Cycle Number 1 

ANDA(s) and Supplement Number(s) 078682/S-020, S-016 and S-021 

Applicant Name Bionpharma Inc. 

Proprietary Name, Established Name, 

and Strength(s) 

[Add “(OTC)” after strength if 
applicable] 

Ibuprofen Capsules, 200 mg (OTC) 

Current Received Date S-020: 9/26/2018 

S-016: 8/28/2017 

S-021: 11/6/2018 

Previous Received Date(s) of 

Proposed Supplement 

S-020: 9/10/2018 

Primary Labeling Reviewer Oluwakemi O. Odesina 

Secondary Labeling Reviewer Refer to signature page 

1 | P a g e 

http:public***v.40


  

 

  

      

        

            

             

      

            

                      

                        

      

          

    

       

         

         

             

 

    

 

           

 

               

        

 

  

 

              

              
      

   
   
   

   
     

 

 
      

  

       

Review Conclusion 

ACCEPTABLE - No Comments. 

ACCEPTABLE - Include Post approval comments. 

Minor Deficiency* – Refer to Labeling Deficiencies and Comments for Letter to Applicant 

Major Deficiency† – Refer to Labeling Deficiencies and Comments for Letter to Applicant 

†Theme - Choose an item. 

Justification for Major Deficiency - Choose an item. 

*Please Note: The Regulatory Project Manager (RPM) may change the recommendation from Minor Deficiency to Discipline ReviewLetter/Information 

Request (DRL/IR) if all other OGD reviews are acceptable. Otherwise, the labeling minor and major deficiencies will be included in the CompleteResponse 

Letter (CRL) letter to theapplicant. 

On Policy Alert List 

Acceptable for Filing 

Combined Insert/Outsert 

Yes No 

Yes No 

Yes No (If yes, indicate ANDA number) 

For labeling supplement(s): 

This Changes Being Effected supplemental abbreviated new drug CLICK HERE 

We have completed the review of this supplemental application. Choose an item. effective on the 

date of this letter. Choose an item. 

OR
 

We have completed the review of your applications and have determined that we cannot approve 

these applications in their present form. We have described below our reasons for this action and, 
where possible, our recommendations to address 

1. CONTAINER LABEL 
2. CARTON LABELING 
3. PRESCRIBING INFORMATION 

4. MEDICATION GUIDE 
5. STRUCTURED PRODUCT LABELING (SPL) 

For combined supplement(s): 

.
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Labeling deficiencies determined on 11/16/2018, based on your submissions received on 9/26/2018 

1. CONTAINER LABEL 

Revise the expression of the established name to remove the term “Mini” (e.g. Ibuprofen
 
Capsules). Instead, the term “Mini” should be used as a modifier, in accordance with the
	
reference listed drug (RLD).
 

2. CARTON LABELING 

We recommend adding the statement “Smaller Capsule Same Strength” to the principal display 
panel (PDP), in accordance with the RLD. 

3 | P a g e 
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Prescribing Information 
Click here to enter 

text. 
Click here to enter text. 

Click here to enter 
text. 

Click here to enter 
text. 

Medication Guide 
Click here to enter 

text. 
Click here to enter text. 

Click here to enter 
text. 

Click here to enter 
text. 

Patient Information 
Click here to enter 

text. 
Click here to enter text. 

Click here to enter 
text. 

Click here to enter 
text. 

SPL Data Elements 
Click here to enter 

text. 
Click here to enter text. 

Click here to enter 
text. 

Click here to enter 
text. 

2.2 MODEL LABELING 

The review model labels and labeling used for comparison to the submitted ANDA labeling are described in 

Table 3.  

8 | P a g e 













  

 

          

      

 

   

 

 

Please provide the reference listed drug labels if applicant submits container, blister, carton, etc. 

Model container/carton/blister labels [Source: Drugs@FDA] 

NDA 020402/S-042 approved on 03/08/2017 
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   NDA 020402/S-043 approved on 08/08/2017 
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	SUPPLEMENT LABELING REVIEW 
	Division of Labeling Review. Office of Regulatory Operations. Office of Generic Drugs (OGD). Center for Drug Evaluation and Research (CDER). 
	Date of this Review 
	Date of this Review 
	Date of this Review 
	11/13/2018 

	Review Cycle Number 
	Review Cycle Number 
	1 

	ANDA(s) and Supplement Number(s) 
	ANDA(s) and Supplement Number(s) 
	078682/S-020, S-016 and S-021 

	Applicant Name 
	Applicant Name 
	Bionpharma Inc. 

	Proprietary Name, Established Name, and Strength(s) [Add “(OTC)” after strength if applicable] 
	Proprietary Name, Established Name, and Strength(s) [Add “(OTC)” after strength if applicable] 
	Ibuprofen Capsules, 200 mg (OTC) 

	Current Received Date 
	Current Received Date 
	S-020: 9/26/2018 S-016: 8/28/2017 S-021: 11/6/2018 

	Previous Received Date(s) of Proposed Supplement 
	Previous Received Date(s) of Proposed Supplement 
	S-020: 9/10/2018 

	Primary Labeling Reviewer 
	Primary Labeling Reviewer 
	Oluwakemi O. Odesina 

	Secondary Labeling Reviewer 
	Secondary Labeling Reviewer 
	Refer to signature page 
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	OR. 
	We have completed the review of your applications and have determined that we cannot approve these applications in their present form. We have described below our reasons for this action and, where possible, our recommendations to address 
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	Labeling deficiencies determined on 11/16/2018, based on your submissions received on 9/26/2018 
	1. CONTAINER LABEL 
	Revise the expression of the established name to remove the term “Mini” (e.g. Ibuprofen. Capsules). Instead, the term “Mini” should be used as a modifier, in accordance with the..reference listed drug (RLD).. 
	2. CARTON LABELING 
	We recommend adding the statement “Smaller Capsule Same Strength” to the principal display panel (PDP), in accordance with the RLD. 
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