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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:   May 4, 2023 
From:   Hamid Shafiei, Ph.D.  
  Application Technical Lead, Branch IV 

Division of New Drug Products 2 
Office of New Drug Products 

 
 

To:  To the IQA for NDA 215211 Prior to Final Action 
 

 
Subject: Review of the CMC Amendment Submitted to the Application Prior 

to the final Action on NDA 215211: This application is still 
recommended for approval after the review of the CMC amendment 
Dated December 12, 2022 

 
In the Integrated Quality Assessment #1 (IQA #1) for NDA 215211 dated May 18, 2022, 
this application was recommended for approval from the OPQ perspective. Since the 
drug product in this application is to be co-administered with a drug product, 
cipaglucosidase being reviewed under BLA 761204 for which the review has not been 
completed due to delays associated with inspection of the manufacturing site, the final 
approval action on NDA 215211 has not been taken. Meanwhile the applicant of this 
NDA submitted a CMC amendment on December 12, 2022. This amendment included 
updates to the manufacturing, drug substance, and drug product (dissolution method). 
The drug substance update was provided in DMF  The drug substance update has 
been captured separately as the DMF review and the DMF has been found to be still 
adequate to support the approval of this application from the drug substance perspective. 
The DMF review will not be attached to this memorandum.  The reviews of this CMC 
amendment for manufacturing and drug product updates are attached below. 
 
Therefore, from the OPQ perspective this application is still recommended for approval. 
 
 
Application Technical Lead: 
Hamid Shafiei, Ph.D. 
Branch IV/DNDP 2/ONDP/OPQ 
 
 

Reference ID: 5168538

(b) (4)



Memorandum   DEPARTMENT OF HEALTH AND HUMAN SERVICES 

    PUBLIC HEALTH SERVICE 

    FOOD AND DRUG ADMINISTRATION 

    CENTER FOR DRUG EVALUATION AND RESEARCH 

 

Date:   Jan 6, 2023 

 

From:   Zhengfang Ge, Ph.D. 

  ONDP/Division II/Branch IV 

 

Through:  Hamid Shafiei, Ph.D. 

  SPQA, ONDP/Division II/Branch IV 

 

To:   Review #1 of NDA 215211 

 

Subject:  Review of Amendment 0025  

 

 

The applicant provided a revised dissolution method in this amendment.  The revision changed 

the dissolution sampling time from three time points 10 min. 15 min. and 30 min. to 15 min. 

The sampling time at 15-min. time point is specified in the acceptance criterion in the proposed 

drug product specification.  The method procedure and method validation for the dissolution are 

adequately updated.  
 

 

Recommendation:  

 

This NDA is recommended for approval from the drug product perspective.  

 

 

 

 

 

Reference ID: 5168538
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CHAPTER IV: LABELING 
IQA NDA Assessment Guide Reference 

 
1.0  PRESCRIBING INFORMATION 

 
Assessment of Product Quality Related Aspects of the Prescribing 

Information:   

The Prescribing Information is deemed not ADEQUATE as proposed until it is revised 

satisfactorily to meet the regulatory requirements (See the List of Deficiencies at the end 

of this review).  

1.1 HIGHLIGHTS OF PRESCRIBING INFORMATION  

 

 

(b) (4)
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3.2  Carton Labeling 
 
None 
 

   

 

 

(b) (4)









Zhengfang
Ge

Digitally signed by Zhengfang Ge
Date: 1/05/2022 09:25:50AM
GUID: 508da7210002a030e76df4f60ccd142a

Hong
Cai

Digitally signed by Hong Cai
Date: 1/05/2022 09:52:51AM
GUID: 55919d6500e16bdaad5825645e4f22ff



Memorandum   DEPARTMENT OF HEALTH AND HUMAN SERVICES 

    PUBLIC HEALTH SERVICE 

    FOOD AND DRUG ADMINISTRATION 

    CENTER FOR DRUG EVALUATION AND RESEARCH 

 

Date:   March 21, 2022 

 

From:   Zhengfang Ge, Ph.D. 

  ONDP/Division II/Branch IV 

 

Through:  Hong Cai, Ph.D. 

  Chief, ONDP/Division II/Branch IV 

 

To:   Labeling Review #1 of NDA 215211 

 

Subject:  Final labeling/labels  

 

 

The Labeling review #1 has noted the following pending issues: 1) Minor editorial changes to 

the Prescribing Information to be made during the NDA team labeling review; 2)  Change 

established name to all lowercase “miglustat” throughout the container labels. 
 

The editorial changes have been implemented in the prescribing information.  However, the 

upper cases of “migLUstat” on the container labels have been retained to follow “FDA List of 

Established Drug Names Recommended to Use Tall Man Lettering (TML)” to help differentiate 

look-alike drug names dated 28-Apr-2020 (https://www.fda.gov/drugs/medication-errors-

related-cder-regulated-drug-products/fda-name-differentiation-project). The revised container 

labels provided in the Attachment are satisfactory from ONDP perspective.   

 

Recommendation:  

 

This NDA is now recommended for approval from the labeling perspective.  

 





����������� 	
�
����
��
������
�������������	����������������������������	���������������� ���!����!�""�����#$��%�
 	
�
����
��
������
�#$���%�
	���������������������� �����	��������!�����!���������!���������

Reference ID: 4985666

26 Pages have been Withheld in Full as B4 (CCI/TS) immediately following this page 





















Vidula
Kolhatkar

Digitally signed by Vidula Kolhatkar
Date: 2/15/2022 10:27:06AM
GUID: 5424aeae00c3274f93e50573f7ca407e

Kamrun
Nahar

Digitally signed by Kamrun Nahar
Date: 2/14/2022 05:12:05PM
GUID: 57b38236009c032e2a84627cd295a5cd



--------------------------------------------------------------------------------------------
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/
------------------------------------------------------------

HAMID R SHAFIEI
05/18/2022 11:25:05 AM

Signature Page 1 of 1

Reference ID: 4985666




