
 
 

 
 

  
 

  
 

   
   
 
 

 
 

   
   

     
 

        
   

   
 

 
 

  
 

  
 

 
 

   
   

    
     

  
  

   
 

  
 

 
  
    

  
 

NDA 219843 
NDA APPROVAL 

Rosemont Pharmaceuticals Inc. 
1272 Virgil Langford Road, Suite 201-G 
Watkinsville, GA 30677 

Attention: Korie Osborn 
Vice President 

Dear Korie Osborn: 

Please refer to your new drug application (NDA) received September 30, 2024, and 
your amendments, submitted pursuant to section 505(b)(2) of the Federal Food, Drug, 
and Cosmetic Act (FDCA) for Atmeksi (methocarbamol) oral suspension. 

This NDA provides for the use of Atmeksi (methocarbamol) oral suspension as an 
adjunct to rest, physical therapy, and other measures for the relief of discomfort 
associated with acute, painful musculoskeletal conditions in patients 16 and older. 

APPROVAL & LABELING 

We have completed our review of this application, as amended. It is approved, effective 
on the date of this letter, for use as recommended in the enclosed agreed-upon 
labeling. 

CONTENT OF LABELING 

As soon as possible, but no later than 14 days from the date of this letter, submit the 
content of labeling [21 CFR 314.50(l)] in structured product labeling (SPL) format using 
the FDA automated drug registration and listing system (eLIST), as described at 
FDA.gov.1 Content of labeling must be identical to the enclosed labeling (text for the 
Prescribing Information) as well as annual reportable changes not included in the 
enclosed labeling. Information on submitting SPL files using eLIST may be found in the 
guidance for industry SPL Standard for Content of Labeling Technical Qs and As.2 

The SPL will be accessible via publicly available labeling repositories. 

1 http://www.fda.gov/ForIndustry/DataStandards/StructuredProductLabeling/default.htm 
2 We update guidances periodically. For the most recent version of a guidance, check the FDA Guidance 
Documents Database https://www.fda.gov/RegulatoryInformation/Guidances/default.htm. 

Reference ID: 5634522 

https://www.fda.gov/RegulatoryInformation/Guidances/default.htm
http://www.fda.gov/ForIndustry/DataStandards/StructuredProductLabeling/default.htm
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CARTON AND CONTAINER LABELING 

We acknowledge your July 24, 2025, submission containing final printed carton and 
container labeling. 

DATING PERIOD 

Based on the stability data submitted to date, the expiry dating period for Atmeksi 
(methocarbamol) oral suspension shall be 24 months from the date of manufacture 
when stored at 20ºC to 25ºC (68ºF and 77º F). 

REQUIRED PEDIATRIC ASSESSMENTS 

Under the Pediatric Research Equity Act (PREA) (21 U.S.C. 355c), all applications for 
new active ingredients (which includes new salts and new fixed combinations), new 
indications, new dosage forms, new dosing regimens, or new routes of administration 
are required to contain an assessment of the safety and effectiveness of the product for 
the claimed indication in pediatric patients unless this requirement is waived, deferred, 
or inapplicable. 

We are waiving the pediatric study requirement for ages 0 to less than 16 years. The 
current standard of care for the management of acute painful musculoskeletal 
conditions is multimodal therapy with physical therapy, physical modalities, 
acetaminophen and non-steroidal anti-inflammatory medications. There is no evidence 
to suggest that methocarbamol has an improved efficacy compared to the current 
standard, while its use is limited by significant adverse effects, especially central 
nervous system effects such as confusion, amnesia, dizziness, and drowsiness, which 
are of greater concern in the pediatric population. Additionally, despite longstanding 
availability of methocarbamol, evidence suggests that methocarbamol is not currently 
used widely in the pediatric population. Thus, the product does not represent a 
meaningful therapeutic benefit over existing therapies for pediatric patients in this age 
group and is not likely to be used in a substantial number of pediatric patients in this 
group. 

POSTMARKETING COMMITMENT SUBJECT TO REPORTING REQUIREMENTS 
UNDER SECTION 506B 

We remind you of your postmarketing commitment: 

4858-1 Perform a leachable study for the first three commercial batches placed on 
stability per ICH Q1A with samples stored in the inverted position and 
tested at the 0, 3, 9, 12- month time points through to the end of shelf-life. 
Submit a toxicological risk assessment for all individual leachable 
compounds that exceed the 5 mcg/day qualification threshold. The risk 

U.S. Food and Drug Administration
Silver Spring, MD 20993 
www.fda.gov 

Reference ID: 5634522 

www.fda.gov
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assessment should be based on the maximum level of each leachable 
detected in long-term stability samples. Include copies of all referenced 
studies upon which a safety assessment is based. 

The timetable you submitted on July 21, 2025, states that you will conduct this study 
according to the following schedule: 

Final Protocol Submission: 10/2025 
Interim Report Submission #1: 02/2026 Initial leachables timepoint from 

first commercial batch 
Interim Report Submission #2: 11/2026 initial leachables timepoint from 

second and third commercial batches, 
all additional timepoints available from 
first commercial batch 

Study Completion: 07/2027 
Final Report Submission: 07/2027 

In addition, consider the following points as you prepare your toxicological risk 
assessment: 

• If you employ a Permissible Daily Exposure (PDE) assessment as described 
in ICH Q3C, provide justification for all safety factors employed. 

• Published literature submitted to support the safety of any compound rarely 
provides adequate detail of the study design and study results to permit a 
thorough independent evaluation of the data. Summary reviews, [e.g., BIBRA 
Toxicology Advice & Consulting (BIBRA), Cosmetic Ingredient Review (CIR), 
Human and Environmental Risk Assessment on ingredients of household 
cleaning products (HERA)], although potentially useful to identify published 
study(ies) that may contain original data, are not acceptable because the 
underlying data/results from the cited studies are not available in the review 
article and the conclusions cannot be independently verified. Submission of 
any published study reports should be accompanied by a detailed comparison 
to modern toxicology study endpoints and any shortcomings of the study 
should be discussed and justification should be provided to support your 
assertion that these data are adequate to support the safety of your container 
closure system. 

• Safety justifications based on analogous compounds are also not acceptable 
unless you can provide adequate data to support your conclusions that a risk 
assessment based on one compound can be logically interpolated to 
represent an adequate safety evaluation for your leachable/extractable. This 
should include a detailed understanding of the absorption, distribution, 
metabolism, and elimination of the compounds and an adequate scientific 
bridge to interpolate a NOAEL for the extractable/leachable compound. 

U.S. Food and Drug Administration
Silver Spring, MD 20993 
www.fda.gov 

Reference ID: 5634522 

www.fda.gov
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A final submitted protocol is one that the FDA has reviewed and commented upon, and 
you have revised as needed to meet the goal of the study or clinical trial. 

Submit nonclinical and chemistry, manufacturing, and controls protocols and all 
postmarketing final reports to this NDA. In addition, under 21 CFR 314.81(b)(2)(vii) and 
314.81(b)(2)(viii) you should include a status summary of each commitment in your 
annual report to this NDA. The status summary should include expected summary 
completion and final report submission dates, any changes in plans since the last 
annual report, and, for clinical studies/trials, number of patients/subjects entered into 
each study/trial. All submissions, including supplements, relating to these postmarketing 
commitments should be prominently labeled “Postmarketing Commitment Protocol,” 
“Postmarketing Commitment Final Report,” or “Postmarketing Commitment 
Correspondence.” 

PROMOTIONAL MATERIALS 

You may request advisory comments on proposed introductory advertising and 
promotional labeling. For information about submitting promotional materials, see the 
final guidance for industry Providing Regulatory Submissions in Electronic and Non-
Electronic Format—Promotional Labeling and Advertising Materials for Human 
Prescription Drugs.3 

As required under 21 CFR 314.81(b)(3)(i), you must submit final promotional materials, 
and the Prescribing Information, at the time of initial dissemination or publication, 
accompanied by a Form FDA 2253. Form FDA 2253 is available at FDA.gov.4 

Information and Instructions for completing the form can be found at FDA.gov.5 

REPORTING REQUIREMENTS 

We remind you that you must comply with reporting requirements for an approved NDA 
(21 CFR 314.80 and 314.81). 

COMPENDIAL STANDARDS 

A drug with a name recognized in the official United States Pharmacopeia or official 
National Formulary (USP-NF) generally must comply with the compendial standards for 
strength, quality, and purity, unless the difference in strength, quality, or purity is plainly 
stated on its label (see FD&C Act § 501(b), 21 USC 351(b)). FDA typically cannot share 

3 For the most recent version of a guidance, check the FDA guidance web page at 
https://www.fda.gov/media/128163/download. 
4 http://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM083570.pdf 
5 http://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM375154.pdf 

U.S. Food and Drug Administration
Silver Spring, MD 20993 
www.fda.gov 

Reference ID: 5634522 

www.fda.gov
http://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM375154.pdf
http://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM083570.pdf
https://www.fda.gov/media/128163/download
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application-specific information contained in submitted regulatory filings with third 
parties, which includes USP-NF. To help ensure that a drug continues to comply with 
compendial standards, application holders may work directly with USP-NF to revise 
official USP monographs. More information on the USP-NF is available on USP’s 
website6. 

If you have any questions, email Wanda Nguyen, PharmD, Senior Regulatory Project 
Manager at Wanda.Nguyen@fda.hhs.gov. 

Sincerely, 

{See appended electronic signature page} 

Leah Crisafi, MD 
Director 
Division of Anesthesiology, Addiction Medicine, 

and Pain Medicine 
Office of Neuroscience 
Center for Drug Evaluation and Research 

ENCLOSURES: 
• Content of Labeling 

o Prescribing Information 
• Carton and Container Labeling 

6 https://www.uspnf.com/ 

U.S. Food and Drug Administration
Silver Spring, MD 20993 
www.fda.gov 

Reference ID: 5634522 
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Signature Page 1 of 1 

This is a representation of an electronic record that was signed 
electronically. Following this are manifestations of any and all 
electronic signatures for this electronic record. 

/s/ 

LEAH H CRISAFI 
07/30/2025 04:07:07 PM 

Reference ID: 5634522 




