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TO: Prescribing Information (PI), Immediate Container,   

 and Carton Labeling/Label review # 1 for NDA 208623 

 

SUBJECT: Final ONDP Recommendation from the Labeling/Label Review 

Perspective 

 

 

In the review #1 of NDA 208623, the application was not recommended for approval in the form 

it was presented due to the CMC deficiencies noted in PI labeling as well as immediate container 
(blister) and carton labels. 
 

The CMC labeling- label deficiencies identified during the review # 1 of NDA 208623 on May 1, 

2018 were conveyed to the applicant (see the Attachment).  
 
The applicant has submitted the revised immediate container (inner sleeve)/carton (outer sleeve) labels and 
Prescribing Information (PI) on July 19, and July 30, 2018, respectively 
 
 

A. PI  

a) Highlight Section 

 HIGHLIGHTS OF PRESCRIBING INFORMATION 
These highlights do not include all the information needed to use GALAFOLD 
safely and effectively. See full prescribing information for GALAFOLD. 

 
GALAFOLD™ (migalastat) capsules, for oral use 
Initial U.S. Approval: 2018 

  
 DOSAGE FORMS AND STRENGTHS  
 Capsules: 123 mg migalastat. (3) 
 
 

Evaluation: Based on the new labeling guidance the equivalent statement for the active moiety is 

only to be provided in section 11 of the PI, “Description”.  

Attachment:



 
Conclusion: The Highlight Section of the PI is now considered satisfactory. 
 
 

b) Full Prescribing Information 

#3: Dosage Forms and Strengths 

Capsules: 123 mg of migalastat in a size “2” capsule with an opaque blue cap 
and opaque white body with “A1001” printed in black, containing white to 

pale brown powder. 
 
 

Evaluation: Based on the new labeling guidance the equivalent statement for the active moiety is 
only to be provided in section 11 of the PI, “Description”. 

 
Conclusion: The revised Dosage Form and Strengths section of the Full Prescribing Information 

of the PI are now considered satisfactory. 
 
 

#11: Description 

GALAFOLD (migalastat), an alpha-Galactosidase A (alpha-Gal A) 
pharmacological chaperone, contains migalastat hydrochloride as the active 
ingredient, a low molecular weight iminosugar and an analogue of the terminal 

galactose of globotriaosylceramide (GL-3). 

The chemical name for migalastat hydrochloride is (+)-(2R,3S,4R,5S)-2-

(hydroxymethyl) piperidine-3,4,5-triol hydrochloride. Its molecular formula is 
C6H13NO4•HCl, molecular mass is 199.63 g/mol, and its chemical structure is 
depicted below. 

 

   

 

Migalastat hydrochloride is a white to almost white crystalline solid. It is freely 

soluble in aqueous media within the pH range of 1.2 to 7.5. 

GALAFOLD (migalastat) capsules for oral administration contain 123 mg of 
migalastat (equivalent to 150 mg migalastat hydrochloride) as a white to pale 

brown powder and are supplied in a size “2” hard gelatin capsule with an 
opaque blue cap and an opaque white body imprinted with “A1001” in black 



ink. The inactive ingredients are magnesium stearate and pregelatinized starch. 
Capsule shells consist of gelatin, indigotine-FD&C Blue 2, and titanium 

dioxide. The black ink consists of black iron oxide, potassium hydroxide, and 
shellac. 

 
 

Evaluation: The established name and chemical name for the active moiety as well as the 

pharmacological class have been added to this section. 
 

Conclusion: The revised Description section of the Full Prescribing Information of the PI is now 
considered satisfactory. 
 
 

#16: How Supplied/Storage and Handling 

16.1  How Supplied 

GALAFOLD capsules are supplied as 123 mg migalastat, size “2” capsules 

with opaque blue cap and opaque white body filled with white to pale brown 

powder and imprinted with “A1001” in black ink.  

GALAFOLD capsules are packaged as two 7-count capsules blister strips with 

aluminum foil lidding encased in cardboard blister cards providing 14 capsules 

per wallet pack that supplies the drug product for 4 weeks (28 days). 

Wallet pack containing 14 GALAFOLD capsules NDC 72904-100-01. 

Store at USP Controlled Room Temperature of 20° to 25°C (68° to 77°F) with 

excursions permitted between 15° and 30°C (59° and 86°F). 

 

Evaluation: Based on the new labeling guidance the equivalent statement for the active moiety is 
only to be provided in section 11 of the PI, “Description”. A concise description/identification of 

the dosage form has been added to this section of PI. 
 

Conclusion: The revised How Supplied/storage and Handling section of the Full Prescribing 

Information of the PI is now considered satisfactory. 
 

  







   

 

 

Evaluation: NDC number has been added to the outer sleeve. 
 

Conclusion: The revised Outer Sleeve is now considered Satisfactory. 
 
Recommendation: This application now considered ready for approval from the PI, immediate 

container, and carton labeling- label perspective. 
 
  



Attachment: The deficiencies previously noted in the Review #1 and conveyed 
to the applicant via the CR letter on May 1, 2018 
 

A. Regarding PI  

 

Highlights: 

Revise “Dosage Forms and Strengths” from “Capsules: 123 mg of migalastat” to 
 

Full Prescribing Information 

#3: Dosage Forms and Strengths 

Dosage Form and Strengths” section must be revised to include: 

 
The following revisions is recommended: 

 

 

#11: Description 

“Description” section must be revised to include: 

1) Established name for the active moiety 

2) The chemical name for the active ingredient 

3) The proper pharmacological class.  

 

The following revision is suggested: 

 

 

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)



   
Migalastat hydrochloride is a white to almost white crystalline solid. It is 

freely soluble in aqueous media within the pH range of 1.2 to 7.5. 

 

#16: How Supplied/Storage and Handling 

“How Supplied/Storage and Handling” section must be revised to include: 

2) A concise description/identification of the dosage form. The  
 

The following revision is recommended: 

 

 
 Galafold capsules are packaged as two 7-count capsules blister strips with 

aluminum foil lidding encased in cardboard blister cards providing 14 capsules 
per wallet pack that supplies the drug product for 4 weeks (28 days). 

 

Wallet pack containing 14 Galafold capsules NDC XXXXX-YYYY-ZZ (the 
actual NDC number must be provided) 

 

Store at USP Controlled Room Temperature of 20° to 25°C (68° to 77°F) with 
excursions permitted between 15° and 30°C (59° and 86°F). 

 

 

B. Regarding of the Container/Carton Labels: 

(b) (4)

(b) (4)

(b) (4)



a) Blister card inner sleeve label: 

Revise the blister card inner sleeve labels to address the following: 

1) Display net content (14 capsules) 

2) Display Rx only 

3) Display the actual NDC number. 

4) Display lot number and expiration date 

5) Display bar code 

6) Display storage conditions 
 

b) Blister card outer sleeve label: 

Add the actual NDC number to the blister card outer sleeve 
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METHOD VERIFICATION 
REPORT SUMMARY 

 
 
Date:  April 25, 2018 
 
To:  Joseph Leginus, Drug Substance Reviewer  
  Hamid Shafiei, Drug Product Reviewer  
 Hitesh Shroff, Acting CMC Lead 
 Oumou Barry, Methods Verification Project Manager  
 
Through:  Jason Rodriguez, Ph.D., Acting Director, CDER/OPQ/OTR/DPA 
 
From:  Tim Andres Marzan, Chemist, CDER/OPQ/OTR/DPA 
  Cynthia Sommers, Ph.D., Project Manager, CDER/OPQ/OTR/DPA  
  
Subject: Method Verification for NDA 208623:  Galafold (Migalastat) Capsule,  mg  
 
The following methods were evaluated and are acceptable for quality control and 
regulatory purposes: 

 
1. Drug Substance – Identification by IR Spectroscopy 
2. Drug Substance – Identity and Assay of M014428FP by HPLC-CAD (Analytical 

Method AVM014428FP, Version 07) 
3. Drug Product – Identification and Assay of Migalastat 123 mg Capsules by HPLC-

CAD (Quality Control Method QCM1200/02). 
4. Drug Product – Dissolution of Migalastat 123 mg Capsules using HPLC-CAD 

Detection (Quality Control Method QCM1199/02). 
 
The following methods could not be fully evaluated in the laboratory due to instrument 
limitations: 
 

1. Drug Substance – Drug Related Impurities by HPLC-CAD (Analytical Method  
 AVM014428FP, Version 07) 
2. Drug Substance – Drug Related Impurities by HILIC-CAD (Analytical Method  
 AVM014428FP, Version 07) 
3. Drug Product – Drug Related Impurities by HPLC-CAD (Quality Control Method  
 QCM1200/02). 

 
 

(b) (4)



 
 
 
   NDA 208623 
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The Division of Pharmaceutical Analysis (DPA) has the following comments pertaining 
to the methods, based on review of the methods: 
 

1. Although DPA was not able to adequately evaluate the methods used for the drug  
substance and drug product related impurities by HPLC-CAD (Analytical Method 
AVM014428FP, version 07 and Quality Control Method QCM1200/02 respectively) 
due to sensitivity limitations of DPA’s Charged Aerosol Detector (CAD), it should be 
noted that the  impurity peak has a relative retention time (RRT) of  and a 
capacity factor (k’) of about .  Ideally, peak capacity factors should be around or 
greater to avoid interferences from peaks eluting at the void volume.  DPA 
recommends the optimization of the capacity factor for  impurity peak.     

 
 
Original analyst worksheets can be viewed using this ECMS link:   
http://ecmsweb.fda.gov:8080/webtop/drl/objectId/090026f881a975cd  
 
 
 
Summary of Analysis 
 
1. Drug Substance 
 
1.1. Identification by IR Spectroscopy - Pass 
The spectrum of the sample is concordant with that of Migalastat Hydrochloride reference 
material. 

 
 
 
 
 

(b) (4)

(b) 
(4)

(b) (4)

(b) 
(4)

(b) (4)

(b) 
(4)








