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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:  25 April 2019 

 

TO:  NDA 209321 

 

FROM:  Mariappan Chelliah, OPQ Drug Product primary reviewer for NDA 209321 

 

SUBJECT:  Description of the appearance of the suspension preparation. 

 

APPLICATION/DRUG:  NDA 209321, RUZURGI (amifampridine), 10 mg Tablets 

 

This memo clarifies the description of the appearance of the amifampridine tablets dissolved in water 

that was discussed in the compatibility section of NDA 209321 Drug Product Quality Review, dated 

03-11-2019. In eCTD seq. 0014, dated 11-13-2018, the Applicant provided in-use 

stability/compatibility data to support the proposed prescribing information statement that 

amifampridine tablets may be dissolved in water for immediate administration by feeding/nasogastric 

(NG) tube. Protocol Report #RA-102520187-1 described the appearance of the aqueous preparation 

as “clear solution with excipients”. However, in email dated 04-15-2018, addressed to Michelle 

Mathers, the Sponsor stated the following: 

 

“Secondly, we are requesting guidance on the best description of the solution/suspension formed on the 
dissolution of Ruzurgi tablets in water. Amifampridine is highly water soluble and fully dissolves in water, 
however some of the excipients do not fully dissolve in water. Dissolution of Ruzurgi tablets in water gives a 
milky suspension in which amifampridine is fully dissolved. The mixture was initially described as a 
suspension, so patients would not expect to form a clear solution on dissolution of Ruzurgi tablets in water. 

We defer to the expertise of the review team, but this was the rationale for our calling it a suspension.”   

 

Based on this information, the aqueous preparation is deemed as “suspension”. Accordingly, 

“suspension” will be used to describe the aqueous preparation in the prescribing information.  
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Section 2.2 of the most recently edited version of PI is shown below: 

 

2.2            Administration Instructions 

RUZURGI can be taken without regard to food. 

Preparation of 1 mg/1 mL Suspension 

When patients require a dosage in less than 5 mg increments, have difficulty swallowing tablets, or require 
feeding tubes, a 1 mg/1 mL suspension can be prepared (e.g., by placing three 10 mg tablets in a 30 mL 
container, adding 30 mL of sterile water, and shaking well for 30 seconds). Crushing the tablets prior to 
making the suspension is not necessary.  After preparation of the suspension, an oral syringe can be used to 
draw up and administer the correct dose by mouth or by feeding tube.  Refrigerate the suspension between 
doses and shake well before drawing up each dose. The suspension can be stored under refrigeration for up 
to 24 h. Discard any unused portion of the suspension after 24 h. 
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