Sample Letter of Medical Necessity*
(*This template is intended only as an example. It should be customized with patient-specific details and any other information deemed necessary, then printed on your letterhead prior to submission to the payer. It is up to you as the provider to make all determinations as to the needs of the patient.)
[Insert physician letterhead] 



[Insert Date]
[Insert Payer Name]
[Insert Address]
[Insert City, State, ZIP]
[Insert Fax]

Re: Patient Name: [Insert Name]
       Patient Date of Birth: [XX/YY/ZZZZ]

       Member Number: [Insert Member Number]
       Group Number: [Insert Group Number] 
       Claim Number: [Insert Claim Number]


REQUEST: Authorization for treatment with JUBLIA®(efinaconazole)
DIAGNOSIS: [Insert Diagnosis] [Insert ICD]
REQUEST TYPE: Standard Review

Dear [Insert Medical Director’s Name or Individual Responsible for Prior Authorization]
I have reviewed and recognize your guidelines of the responsible management of medications. I understand that your reason of denial of JUBLIA® (efinaconazole) is (insert the reason for denial verbatim from the denial letter). I am requesting that you reassess your recent denial of coverage based on the following: 
Summary of Patient’s Diagnosis:
[Insert:
· Patient’s diagnosis, ICD 10 Code : 
☐ B35.1 
☐ Other 
· Any relevant lab results and dates (diagnostic testing)

Summary of Patient’s History:
[Insert:
· Description of patient’s recent symptoms/condition, including photographs of onychomycosis, if applicable
· Allergies to preferred agents, if applicable 
· Co-morbidities (eg. Liver or Kidney disease)
· Medications which can affect or be affected by an oral treatment. 
· Summary of your professional opinion of the patient’s likely prognosis of onychomycosis without treatment with JUBLIA®

Note: exercise your medical judgment and discretion when providing a diagnosis and characterization of the patient’s medical condition

Previously Tried Medications for Onychomycosis

	Name
	Start Date – Stop Date
	Outcome of Previously Tried Therapy or Reason for Stopping Therapy

	
	
	

	
	
	

	
	
	

	
	
	







Rationale for Treatment

[Insert summary statement for rationale for treatment such as: 
Considering the patient’s history, condition, and the full Prescribing Information for JUBLIA®, I believe treatment JUBLIA® at this time is medically necessary and should be a covered and reimbursed service. 
You may consider including documents that provide additional clinical information to support the recommendation of JUBLIA® for this patient, such as the full Prescribing Information, peer-reviewed journal articles, or clinical guidelines. See below for a short list of supporting publications] 

Sincerely,
[Insert Healthcare Provider’s Name and Participating Provider Number] 

☐ If this request is denied, I am requesting an expedited exception review by a professional in my specialty.

Enclosures [Include full Prescribing Information and the additional support noted above, including medical records, photos, and peer review articles, if applicable.]


For full Prescribing Information, visit www.jubliarx.com or call Bausch Health Medical Information at (877) 361-2719 to request that it be faxed, emailed or mailed instead. 



For your convenience, below is a short list of peer-reviewed literature that you may consider including with your medical necessity letter, as supporting evidence given the appropriate patient case. The literature below describe data that is consistent with FDA required label and supplemental to the data described from pivotal phase 3 trials in the prescribing information. 


☐ Clinical efficacy and safety in pivotal trials 

· The safety and efficacy of once daily use of JUBLIA® for the treatment of onychomycosis of the toenail were assessed in two 52-week prospective, multicenter, randomized, double-blind clinical trials in subjects 18 years and older (18 to 70 years of age) with 20% to 50% clinical involvement of the target toenail, without dermatophytomas or lunula (matrix) involvement. The trials compared 48 weeks of treatment with JUBLIA® to the vehicle solution. The Complete Cure rate was assessed at Week 52 (4 weeks after completion of therapy). Complete cure was defined as 0% involvement of the target toenail (no clinical evidence of onychomycosis of the target toenail) in addition to Mycologic Cure, defined as both negative fungal culture and negative KOH.
· In both studies, all efficacy endpoints were met at Week 48. The primary endpoint of complete cure rate was achieved by 17.8% (Trial 1; N=656) and 15.2% (Trial 2; N=214) of subjects who received JUBLIA® compared to 3.3% (N=580) and 5.5% (N=201) of patients in the vehicle group, respectively (both P<0.001). 
· [bookmark: _Hlk199916307]A greater proportion of patients in the JUBLIA® group reported treatment emergent adverse events (TEAEs) versus vehicle. The most common adverse reactions (incidence >1%) were ingrown toenails, application site dermatitis, application site vesicles, and application site pain.
Please see full article for more information:
1. Elewski BE, et al. J Am Acad Dermatol. 2013;68(4):600-608.
2. JUBLIA® [prescribing information]. Bridgewater, NJ: Bausch Health US, LLC.
☐ Mechanism of Action
JUBLIA® is an azole antifungal. JUBLIA® inhibits fungal lanosterol 14α-demethylase involved in the biosynthesis of ergosterol, a constituent of fungal cell membranes. 
JUBLIA® has been shown to be active against isolates of the following microorganisms, both in vitro and in clinical infections. JUBLIA® exhibits in vitro minimum inhibitory concentrations (MICs) of 0.06 mcg/mL or less against most (≥90%) isolates of the following microorganisms: 
Trichophyton rubrum 
Trichophyton mentagrophytes 

[bookmark: _Hlk199917286]Please see full article for more information:
1. JUBLIA® [prescribing information]. Bridgewater, NJ: Bausch Health US, LLC.

☐ Long Term Use of JUBLIA®

· A 72-week, multicenter, open-label, single-arm study in Japan evaluated the efficacy and safety of JUBLIA® in 219 adults of which included 139 patients with onychomycosis and 80 patients with severe onychomycosis clinically involving 20-50% and >50%, respectively, of the great toenail. Efficacy and safety assessments were evaluated at Weeks 12, 24, 36, 48, 60, and 72 with complete cure defined as 0% involvement of the target nail, with negative KOH. Complete cure at final assessment at Week 72 was met by 35% of all patients, 31% of patients with 20-50% clinical involvement at baseline, and 25% for those with >50% clinical involvement at baseline. The most common adverse events reported by all subjects were: contact dermatitis (5%), application-site irritation (0.9%) and application-site erythema (0.5%). 

Please see full article for more information:
1. Iozumi K, et al. J Dermatol. 2019;46(8):641-651.

☐ Use of JUBLIA® in Older Adults

· Of the total number of subjects in clinical trials of JUBLIA, 11.3% were 65 and over, while none were 75 and over. No overall differences in safety and effectiveness were observed between these subjects and younger subjects, and other reported clinical experience has not identified differences in responses between the elderly and the younger subjects, but greater sensitivity of some older individuals cannot be ruled out.
· A post-hoc analysis of two multicenter, double-blind, phase 3 studies (NCT01008033; NCT01007708) evaluated patients with mild to moderate toenail onychomycosis. Pooled participants aged ≥65 years were pooled and analyzed with 3:1 randomization of either JUBLIA® (N=162) or vehicle treatment (N=56) for 48 weeks, with a 4-week follow-up. Primary endpoint was complete cure (0% involvement of target toenail plus mycologic cure [negative KOH and fungal culture]) at Week 52. At Week 52, complete cure was met in 13.6% of older adults who received JUBLIA® compared to 3.6% of older adults in the vehicle group. 

Please see full article for more information:
1. JUBLIA® [prescribing information]. Bridgewater, NJ: Bausch Health US, LLC.
2. Lipner et al. Mycoses. 2025;68(5):e70069.

☐ Nail Plate Penetration of JUBLIA® 

· In an in vitro measure of dermatophyte growth in an agar plate model, isolates of Trichophyton rubrum and Trichophyton mentagrophytes were tested to evaluate the nail penetration efficacy of JUBLIA® compared to ciclopirox 8% lacquer. Utilizing a nail penetration assay of cadaverous human nails, this research aimed to determine the inhibitory effect on dermatophyte growth by measuring zone of inhibition, defined as the radius of no growth. Fungal strains were subcultured at 35’ C for 2-4 days. After an incubation period of 2-4 days, the plates were removed and the zone of inhibition was measured with an electronic caliper efinaconazole and ciclopirox (Penlac) were tested in human nail assays.
· Results indicated that JUBLIA® exhibited antifungal activity against both T. rubrum and T. mentagrophytes with average zones of inhibition ± SD of 82.1 ± 1.1 mm and 63.8 ± 2.7 mm, respectively. As for ciclopirox 8% lacquer, the average zones of inhibition against T. rubrum and T. mentagrophytes were ± SD of 7.4 ± 5.3 mm and 3.6 ± 4.8 mm, respectively.
· The clinical significance of these in vitro data is unknown. 

Please see full article for more information:
1. Elabbasi et al. Dermatol Ther (Heidelb). 2024;14(9):2495-2507


[bookmark: ID_6b9635d2-cdaf-4796-8082-3ec3718735d4][bookmark: section-4][bookmark: ID_8a316940-fca4-4950-ba48-4e3654e19638][bookmark: section-6.2]INDICATION 
JUBLIA® (efinaconazole) topical solution, 10%, is indicated for the topical treatment of onychomycosis (tinea unguium) of the toenail(s) due to Trichophyton rubrum and Trichophyton mentagrophytes.
IMPORTANT SAFETY INFORMATION
· JUBLIA is for topical use only and is not for oral, ophthalmic, or intravaginal use.
· Patients should be instructed to contact their health care professional if a reaction suggesting sensitivity or severe irritation occurs.
· The most common adverse reactions (incidence ≥1%) were (vs vehicle): ingrown toenail (2.3% vs 0.7%), application-site dermatitis (2.2% vs 0.2%), application-site vesicles (1.6% vs 0%), and application-site pain (1.1% vs 0.2%).
· JUBLIA should be used during pregnancy only if the potential benefit justifies the potential risk to the fetus, and should be used with caution in nursing women. The safety and effectiveness in pediatric patients below 6 years of age have not been established.
To report SUSPECTED ADVERSE REACTIONS, contact Ortho Dermatologics at 1-800-321-4576 or the FDA at 1-800-FDA-1088 or visit www.fda.gov/medwatch.
Click here for Prescribing Information, including Patient Information.


JUBLIA is a trademark of Ortho Dermatologics or its affiliates.
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