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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:	 June 2, 2020 

TO:	 NDA 213135 Resubmission Quality Assessment – Labeling 

FROM:	 Jane Chang, Ph.D. 

Senior Reviewer, OPQ/ONDP/DNDP II/Branch 4 

THROUGH	 Moo-Jhong Rhee, Ph.D. 

Chief, Branch 4 

OPQ/ONDP/DNDP II 

SUBJECT:	 Labeling Assessment #2 

SUMMARY 

The previous Quality Assessment – Labeling, Assessment Cycle #1 Addendum dated 03-Mar­

2020 made a recommendation of approval from the CMC labeling/label perspective. In the 

resubmission eCTD-0034, updated carton and container labels are provided. Minor edits were 

made to the container and carton labels, which were evaluated and concluded to be adequate. In 

addition, Prescribing Information and Medication Guide labeling was submitted in eCTD-0032. 

eCTD-0032 contains the same quality labeling information as eCTD-0028, which has been 

evaluated in Quality Assessment – Labeling, Assessment Cycle #1 Addendum dated 03-Mar­

2020 and remains adequate. 

RECOMMENDATION: 

This application is now recommended for Approval from the CMC labeling/label perspective. 
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Moo Jhong 
Rhee 
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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: 	 March 9,2020 
From:		 Hitesh Shroff, Ph.D. 

Application Technical Lead, Branch V 
Division of New Drug Products II 
Office of New Drug Products 

Through:		 Moo-Jhong Rhee, Ph.D. 
Chief, Branch V 
Division of New Drug Products II 
Office of New Drug Products 

To: 	 OPQ Review #1 of NDA 213135 

Subject: 	 Final Recommendation for NDA 213135 

At the time when the OPQ Review #1 was completed on February 16, 2020 it had noted the 
following pending issues: 

	 The label/labeling issues have not been completely resolved. 

	 The Office of Pharmaceutical Manufacturing Assessment (OPMA) has not made a final 
overall “Approval” recommendation for the facilities involved in this application. 

The applicant submitted the revised immediate container labels and Prescribing Information 
(PI) on February 20, 2020, and the resubmitted CMC sections of the labeling/labels were 
reviewed and found acceptable. (See the Attachment) 

However, the Office of Pharmaceutical Manufacturing Assessment has still not recommended 
final overall “Acceptable” recommendation for the facilities involved in this application due to the 
following issues. 

	 Braintree Laboratories, Inc. is responsible for the drug product manufacturing, 
packaging, release and stability testing. A pre-approval inspection was performed 
during October 15 - 22, 2019. A Form-483 was issued listing inspection observations. 
Based on firm’s inadequate response, the Office of Pharmaceutical Manufacturing 
Assessment recommended “Withhold” recommendation due to lack of readiness of 
Braintree Laboratories Inc. for commercial manufacturing of the drug product. 

Therefore, this NDA is not recommended for approval from the Office of Pharmaceutical 
Manufacturing Assessment perspective. 



  
        

 
 
 

    
 

      
 
 

 
  

    
    
 

 
 

 

 

Recommendation: 
This NDA is not recommended for Approval from the OPQ perspective. 

Application Technical Lead’s Assessment and Signature 

The NDA is not recommended for Approval from the OPQ perspective. 

Hitesh Shroff, Ph.D. 
Application Technical Lead, 
Branch V Division of New Drug Products II 
Office of New Drug Products 
March 9, 2020 



  

 

 

 

  

    

  

  

  

 

 

 

 

   

  

  

MEMORANDUM	 DEPARTMENT OF HEALTH AND HUMAN SERVICES 

PUBLIC HEALTH SERVICE 

FOOD AND DRUG ADMINISTRATION 

CENTER FOR DRUG EVALUATION AND RESEARCH 

DATE:	 March 3, 2020 

TO:	 Review #1 of NDA 213135 Quality Assessment - Labeling 

FROM:	 Jane Chang, Ph.D. 

Senior Reviewer, ONDP/DNDP II/OPQ 

THROUGH	 Moo-Jhong Rhee, Ph.D. 

Chief, Branch 4 

DNDP II/ONDP/OPQ 

SUBJECT:	 Final Recommendation on Labeling/Labels 

SUMMARY 

The previous Quality Assessment – Labeling, Assessment Cycle #1 dated 17-Oct-2019, made a 

recommendation of not ready for approval of this NDA because of labeling deficiencies (see 

N213135 Labeling R1, Section 4.0). These labeling issues have been satisfactorily resolved 

based on the revisions made in eCTD-0020, eCTD-0023, eCTD-0028, and eCTD-0030. 

RECOMMENDATION: 

This application is now recommended for Approval from the CMC labeling/label perspective. 



   

 
           

 

  

 

 

   

 

 

  

   

   

   

   

 

   

   

   

  

 

 

 

  

 

 

NDA 213135	 Labeling Assessment Cycle 01 Addendum 

Assessment Notes 

Labeling deficiencies from Quality Assessment were identified in Assessment Cycle #1 dated 

17-Oct-2019 (see N213135 Labeling R1, Section 4.0). Subsequently, the following amendments 

were submitted and assessed. 

List Submissions being reviewed: 

Document Reviewed (eCTD #) Date Received 

eCTD-0020 (SDN-20) 11/08/2019 

eCTD-0023 (SDN-23) 01/06/2020 

eCTD-0028 (SDN-28) 02/20/2020 

eCTD-0030 (SDN-30) 03/03/2020 

1.0	 PRESCRIBING INFORMATION 

The information provided in eCTD-0028 dated 02/20/2020 is summarized below. 

1.1	 HIGHLIGHTS OF PRESCRIBING INFORMATION
 

1) TITLE
 

SUTAB (sodium sulfate, magnesium sulfate, and potassium chloride) tablets, for 

oral use 

Initial U.S. Approval: 2020 

2)	 DOSAGE FORMS AND STRENGTHS 

Tablets: 1.479 g sodium sulfate, 0.225 g magnesium sulfate, and 0.188 g potassium 

chloride. 
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C. Risk Assessment 

SUTAB (sodium sulfate, magnesium sulfate, and potassium chloride) tablets 

Product 
Attribute / CQA 

Factors that can 
impact the CQA 

Risk 
Ranking 

Risk Mitigation Approach Risk  
Evaluation 

LifeCycle 
consideration/ 
Comments 

Assay and 
content 
uniformity 

• Formulation 
• Raw materials 
• Process 
parameters 
• Scale/equipment 

L 

The drug 
product is 
expected to be 
safe for oral 
administration 
during the 
entire shelf life 
from product 
quality 
perspective. 

Low to None None 

Related 
Substances 
Impurities / 
Degradants 

•Raw materials 
Process 
parameters 

L 
Low to None 

None 

(b) (4)
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CHAPTER IV: LABELING 
IQA NDA Assessment Guide Reference 

List Submissions being reviewed: 

Document Reviewed (eCTD #) Date Received 

eCTD-0001 (SDN-1) 05/15/2019 

eCTD-0002 (SDN-2) 06/12/2019 

eCTD-0015 (SDN-15) 09/06/2019 

1.0	 PRESCRIBING INFORMATION 

The information provided in eCTD-0015 dated 09/06/2019 is summarized below. 

1.1	 HIGHLIGHTS OF PRESCRIBING INFORMATION
 

1) TITLE
 

SUTAB (sodium sulfate, magnesium sulfate, and potassium chloride) tablets, for 

oral use 

Initial U.S. Approval: YYYY 

2)	 DOSAGE FORMS AND STRENGTHS 

Tablets: 1.479 g sodium sulfate, 0.225 g magnesium sulfate, and 0.188 g potassium 

chloride. 























   

 
           

 

 

 

 

 

 

NDA 213135 Labeling Assessment Cycle 01 

I agree with Dr. Chang’s assessment on the labeling and labels and concur with her 

recommendation that this application is not ready for approval as of this review 

until the issues delineated in the List of deficiencies are satisfactorily resolved. 

Moo-Jhong Rhee, Ph.D. 

Chief, Branch V 

DNDP II/ONDP 

09/10/2019 
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