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NDA Executive Summary 
 

1. Application/Product Information  

NDA Number 219488 

Applicant Name Mirum Pharmaceuticals, Inc.  

Drug Product Name CTEXLI™ (chenodiol) Tablet, 250 mg 

Dosage Form  Tablet 

Proposed Strength(s)  250 mg 

NDA Classification 
 Type 10 – New Indication Submitted as Distinct NDA 
– Not Consolidated 

Route of Administration  Oral 

Maximum Daily Dose 750 mg 

Rx/OTC Dispensed  Rx 

Proposed Indication Treatment of cerebrotendinous xanthomatosis 

Drug Product Description 

Mirum Pharmaceuticals, Inc. has submitted this 
505(b)(2) new drug application for CTEXLI™ 
(chenodiol) Tablet, 250 mg for the treatment of 
cerebrotendinous xanthomatosis. The patients are to 
take a 250 mg tablet three times daily. 
 
The drug substance, chenodiol, was first approved as 
the active ingredient of the brand name drug product 
Chenix® indicated for patients with radiolucent stones 
in well-opacifying gallbladders, in whom selective 
surgery would be undertaken except for the presence 
of increased surgical risk due to systemic disease or 
age on July 28, 1983. Since its first approval, Chenix® 
has been discontinued but not because of safety or 
toxicity. However, chenodiol has been approved as a 
generic drug product under ANDA 019019 on 
October 22, 2009, and it is currently being marketed 
in the United States. ANDA 091019 is used as listed 
drug (LD) for this application. 
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This application did not include Chemistry, 
Manufacturing and Controls (CMC) information in 
module 3. Module 3 for this application was cross- 
referenced to ANDA 091019. This application is for 
the same exact drug product in ANDA 091019 without 
any CMC changes or manipulations and is only 
submitted for the new indication, the treatment of 
cerebrotendinous xanthomatosis. 
 
CTEXLI is supplied as a white film-coated tablet 
imprinted with “MP” on one side and “250” on the 
other side. Each tablet contains 250 mg of chenodiol 
as the active ingredient and magnesium stearate, 
microcrystalline cellulose, pregelatinized starch; 
silicon dioxide, and sodium starch glycolate as 
inactive ingredients. The thin-film coating contains 
Opadry YS 2 7035 (consisting of glycerin and 
methylcellulose) and sodium lauryl sulfate. 
 
CTEXLI (chenodiol) tablets are packaged in bottles 
containing 100 tablets. This drug product should be 
stored at 20°C to 25°C (68°F to 77°F); excursions 
permitted between 15°C to 30°C (59°F to 86°F). 
Based on the currently available stability data, an 
expiration dating period of 36 months is granted to 
this drug product. 

Co-packaged product 
information 

N/A 

Device information N/A 

Storage Temperature/ 
Conditions 

20°C to 25°C (68°F to 77°F); excursions permitted 
between 15°C to 30°C (59°F to 86°F) [see USP 
Controlled Room Temperature] 

Review Team 

Discipline Primary Secondary 

Drug Substance 
Sukhamaya 
Bain, PhD 

Lawrence 
Perez, PhD 

Drug Product/ 
Labeling 

Zhengfang Ge, 
PhD 

Hamid Shafiei, 
PhD/Julia Pinto, 
PhD 

Manufacturing 
Mesfin Abdi, 
PhD 

Vaikunth 
Prabhu, PhD. 
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Biopharmaceutics 
Tapash Ghosh, 
PhD 

N/A 

Microbiology N/A N/A 

Other (specify) N/A N/A 

RBPM Teshara Bouie, MSA 

ATL Hamid Shafiei, PhD 

Consults N/A 

 
2. Final Overall Recommendation  - Approval 

This application did not include the CMC module for review. The CMC information for 
this application was cross-referenced to ANDA 091019. The right to cross reference 
ANDA 091019 was submitted to the application. ANDA 091019 was approved on 
October 22, 2009. The drug product in this application is same 250 mg chenodiol tablet 
for oral administration approved under ANDA 019019 without any CMC changes,  
modification, and/or manipulations. This 505(b)(2) new drug application has been 
submitted by a different applicant than the holder of ANDA 091019 for the use of 
chenodiol 250 mg tablet for a different indication. The IQA for this application will be 
brief and will only include the review of the PI labeling and container/carton labels, a 
memorandum from the biopharmaceutics perspective, and a brief review of the process 
and facilities. All CMC updates through post-approval supplements to date for ANDA 
091019 have been reviewed and approved. The latest updates to drug substance 
submitted in DMF  has been reviewed by Dr. Sukhamaya Bain on August 30, 
2024 as a part ANDA 091019 post-approval review and found to be adequate. 
 
Based on the CMC information provided in the approved ANDA 091019, and the review 
and approval of all CMC containing post-approval supplements to date submitted to this 
ANDA since its original approval, this application is recommended for approval from the 
OPQ perspective.  
  

4. Basis for Recommendation:  
 

a. Summary of Rationale for Recommendation: 

 Based on the up-to-date CMC information provided, reviewed, and 

approved for the cross-referenced ANDA 019019, it is concluded that the 

applicant of this 505(b)(2) new drug application has provided sufficient 

CMC information to assure the identity, strength, purity, and quality of the 

drug substance, chenodiol and the drug product, CTEXLI™ (chenodiol) 

Tablet, 250 mg.  

(b) (4)
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 The Office of Pharmaceutical Manufacturing Assessment (OPMA) has 

made the overall recommendation of adequate for the facilities involved 

in this application.   

 The CMC-recommended revisions and comments regarding PI labeling 

as well as container and carton labels have been adequately addressed. 

 The applicant’s 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 36 months. 
 
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:    Choose an item. 
 QPA for EA(s):     Yes 
        (refer to ANDA 019019) 

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

 
Comparability Protocols (PACMP):  No 
Comments: 

 
 Additional Lifecycle Comments: None 

 
 

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

Senior Pharmaceutical Quality Assessor 

DPQA VII/OPQA II/OPQ 
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Digitally signed by Hamid Shafiei
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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:   Nov. 1, 2024 

 

From:   Zhengfang Ge, Ph.D. 

  Reviewer, OPQ/OPQAII/Division VII 

 

Through:  Julia Pinto, Ph. D. 

Supervisor, OPQ/OPQAII/Division VIII 

 

To:  Labeling Review of NDA 219488: Ctexli (chenodiol) tablets  

 

Subject:  Final Recommendation for Labeling/Labels 

 

The CMC comments in the previous labeling review have been communicated to the applicant.  

The revised labeling is acceptable.  The revised container label provided in the Attachment is 

satisfactory.   

 

Recommendation:  

 

The labeling/labels are now adequate from the CMC perspective.  

 



Attachment:  
 

Container Label: 

 
 

(b) (4)
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27 Express as “ XX mg per tablet” or “XX mg per capsule” for strength of professional samples of solid oral 

dosage form with small net quantities per container (e.g., 5 or less) or blister pack/carton. See Guidance: 
Safety Considerations for Container Labels and Carton Labeling Design to Minimize Medication Errors (May 
2022) 

28 § 201.51(h): A drug shall be exempt from compliance with the net quantity declaration required by this 
section if it is an ointment labeled "sample", "physician's sample", or a substantially similar statement and 
the contents of the package do not exceed 8 grams. 

- established name 
should be ½ size of the 
trade name 

Strength(s) in metric system 
[§ 201.100(b)(4) & 
201.100(d)].27 

Adequate  250 mg 

Route(s) of administration, not 
required for oral use 
[§ 201.100(b)(3)]. 

Inadequate  - Add “for oral use” in the 
c/c labels 

If the active ingredient is a 
salt, include the equivalency 
statement per Salt Guidance 
and MAPP [§ 201.10(d)(1) & 
201.100(b)(4), USP <1121>].  

N/A   

Net contents (e.g., tablet 
count, volume of liquid) 
[§ 201.51(a)].28 

Adequate  - 100 tablets 

“Rx only” displayed on the 
principal display 
[§ 201.100(b)(1)]. 

Adequate   

NDC (requested, but not 
required for all labels or 
labeling) [§ 201.2 & 207.35]. 

Adequate   

Lot number and expiration 
date [§ 201.18 & 201.17]. 

Inadequate  - Add Lot number and 
expiration date in the c/c 
labels 

Storage conditions. If 
applicable, include a space on 
the carton labeling for the 
user to write the beyond-use-
date (BUD). 

Inadequate  - Add “excursions 
permitted between 15° 
to 30°C (59°to 86°F)” 

For injectable drug products 
for parenteral administration, 
use appropriate package type 
term (e.g., single-dose, 
multiple-dose, single-patient-
use). Other package terms 
include pharmacy bulk 
package and imaging bulk 

N/A   
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29 See § 201.25(b)(1)(i) for a list where bar code is not required, e.g., prescription drug samples, medical 

gases, radiopharmaceuticals, etc. 

package, and these products 
require a “Not for direct 
infusion” statement. (See USP 
<659>). 

Name of all inactive 
ingredients, in alphabetical 
order [§ 201.10(a)] [except for 
oral drug per § 201.100(b)(5) 
or limited space per § 
201.10(i)(2)].  

N/A   

For parenteral injectable 
dosage forms, include 
quantities of all inactive 
ingredients. For ingredients 
added to adjust the pH or 
make isotonic, include the 
name and statement of effect. 
[§ 201.100(b)(5)(iii)]. 

N/A   

If alcohol is present, must 
provide the amount of alcohol 
in terms of percent volume of 
absolute alcohol at 60 °F. 
(15.56 °C) [§ 201.10(d)(2)]. 

N/A   

Linear Bar code [§ 
201.25(c)(2)].29 

Adequate   

Adequate directions for use: 
“Recommended Dosage: See 
Prescribing Information” [§ 
201.5 & 201.55]. 

Inadequate  - Add “Recommended 
Dosage: See 
Prescribing Information” 

Name of 
manufacturer/distributor 
/packer [§ 201.1(a), 
201.1(h)(5)]. 

Adequate   

“Keep out of reach of children” 
statement, optional for Rx, 
required for OTC [§ 

201.66(c)(5)(x)]. 

Adequate   

If there is a Medication Guide, 
must include a statement 
about dispensing a 
Medication Guide to each 
patient. 

N/A   
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