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NDA Executive Summary 

1. Application/Product Information  

NDA Number 217026 

Applicant Name Acadia Pharmaceuticals Inc. 

Drug Product Name DAYBUE (trofinetide) 

Dosage Form Oral solution 

Proposed Strength(s) 200 mg/mL 

Route of Administration Oral 

Maximum Daily Dose 24 g 

Rx/OTC Dispensed Rx 

Proposed Indication 
Treatment of Rett syndrome in adults and pediatric patients 
2 years of age and older. 

Drug Product Description Pink to red strawberry flavored solution. 

Co-packaged product 
information 

N/A 

Device information N/A 

Storage Temperature/ 
Conditions 

Refrigerate, 2°C to 8°C 

Review Team 

Discipline Primary Secondary 

Drug Substance Zhixing Shan Gaetan Ladouceur 

Drug Product/ 
Labeling 

Grace Chiou Martha Heimann 

Manufacturing Chaoying Ma Shujun Chen 

Biopharmaceutics N/A N/A 

Microbiology Ryan Blower Erika Pfeiler 

Other (specify): N/A N/A 
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2. Final Overall Recommendation  - Approval 

3. Action Letter Information 

a. Expiration Dating: 

18 months when stored at 2°C to 8°C 

b. Additional Comments for Action 

 None 

4. Basis for Recommendation:  

a. Summary of Rationale for Recommendation: 

OPQ recommends APPROVAL of NDA 217026 for DAYBUE (trofinetide) oral 
solution 200 mg/mL.  The applicant has provided adequate information on the 
proposed drug product to ensure the identity, strength, purity, and strength of 
the proposed drug product.  The overall manufacturing inspection 
recommendation is approval for all facilities associated with this application.  
The proposed labeling and labels have adequate information to meet the 
regulatory requirements. 

b. Is the overall recommendation in agreement with the individual 
discipline recommendations?    Yes 

Recommendation by Subdiscipline: 
   Drug Substance - Adequate 
   Drug Product - Adequate 
   Quality Labeling - Adequate 
   Manufacturing - Adequate 
   Biopharmaceutics - N/A 
   Microbiology - Adequate 

 

 Environmental Assessment:  Categorical Exclusion - Adequate 
 QPA for EA(s): No 

RBPM Erica Keafer 

ATL Martha Heimann 

Consults N/A 
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5. Life-Cycle Considerations 

Established Conditions per ICH Q12:  No 
Comments: 

Comparability Protocols (PACMP):  No 
Comments: 

Additional Lifecycle Comments: 

There are no outstanding issues or lifecycle considerations. 
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Special handling about the 
supplied product (e.g., 
protect from light, 
refrigerate). If there is a 
statement to “Dispense in 
original container,” provide 
reason why (e.g. to protect 
from light or moisture, to 
maintain stability, etc.) 

See above Adequate 

If the product contains a 
desiccant, ensure the size 
and shape differ from the 
dosage form and desiccant 
has a warning such as “Do 
not eat.” 

NA NA 

Storage conditions. Where 
applicable, use USP 
storage range rather than 
storage at a single 
temperature.  

  

Latex:  If product does not 
contain latex and 
manufacturing of product 
and container did not 
include use of natural 
rubber latex or synthetic 
derivatives of natural rubber 
latex, state: “Not made with 
natural rubber latex.  Avoid 
statements such as “latex-
free.” 

NA NA 

Include information about 
child-resistant packaging  

See above Adequate 

 

1.2.5 Other Sections of Labeling 
There may be other sections of labeling that contain product-quality related 

information.  For example, there are specific required/recommended warnings 

for certain inactive ingredients [e.g., aspartame, aluminum in large and small 

volume parenterals, sulfites, FD&C Yellow Number 5 (tartrazine), and benzyl 

alcohol].  Please notify the prescription drug division if the product contains any 

of these inactive ingredients. 

Please include your comments about other sections of labeling if they contain 

product quality information. 
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