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 before submission to the payer.)
[Insert physician letterhead] 


CABTREO is a trademark of Ortho Dermatologics or its affiliates. 
© 2026 Ortho Dermatologics or its affiliates
[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]



Dear Reviewer, REQUEST: Standard Review Request for Authorization for treatment with CABTREO® (clindamycin phosphate, adapalene, and benzoyl peroxide) Topical Gel 1.2%/0.15%/3.1%
DIAGNOSIS: Acne Vulgaris, ICD10 Code: L70.0 [Date of Diagnosis]

I have reviewed and acknowledged your guidelines and the management responsibilities for branded medications. I understand your reason for denial of CABTREO® [insert the reason for denial verbatim from the denial letter]. I am requesting that you reassess your recent denial of CABTREO coverage based on the following: 
Summary of Patient’s History:
Acne severity: [ ] Mild [ ] Moderate [ ] Severe (Attach photographs if available)
Distribution: [ ] Face [ ] Chest [ ] Back
Symptoms: [ ] Papules [ ] Pustules [ ] Nodules [ ] Comedones 
Duration: [ ] <6 months [ ] 6–12 months [ ] >1 year

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

Previously Tried Medications for Acne Vulgaris

	Check Applicable
	 Previously Tried Medications
	Trial
Dates
	Discontinuation Reasoning/ 
Response to Treatment

	☐ 
	Benzoyl Peroxide Monotherapy 
	 
	 

	☐ 
	Topical Retinoid (Adapalene/Tretinoin) 
	 
	 

	☐ 
	Topical Antibiotic (Clindamycin/Erythromycin) 
	 
	 

	☐ 
	Oral Antibiotic (Doxycycline/Minocycline) 
	 
	 

	☐ 
	Combination Therapy (Benzoyl Peroxide + Retinoid) 
	 
	 

	☐ 
	Other: _____________________________ 
	 
	 






Rationale for Treatment

[Insert summary statement for rationale for treatment such as:]
Given the patient's diagnosis and prior treatment history, I respectfully request approval of CABTREO. This therapy is medically necessary and represents an appropriate treatment option for managing the patient's acne vulgaris.	
[You may consider including documents that provide additional clinical information to support the recommendation for CABTREO 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.] 
[Given the urgent nature of this request,] please provide a timely authorization. Contact my office at [Insert Phone Number] if I can provide you with any additional information.
Sincerely,
[Insert Healthcare Provider’s Name and Phone 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, if applicable.]

Click here for full Prescribing Information 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 describes data that is consistent with the FDA-required label and supplemental to the data described from pivotal phase 3 trials in the prescribing information.
☐ Clinical efficacy and safety in pivotal trials1,2
· The efficacy of CABTREO was evaluated in two multicenter, randomized, double-blind clinical trials (Trial 1 and Trial 2, NCT04214639 and 2 NCT04214652, respectively) in 363 adult and pediatric subjects 10 years of age and older with facial acne vulgaris. While subjects aged 10 to less than 12 years were included in these trials, CABTREO is not approved for use in patients less than 12 years of age. Subjects were randomized 2:1 to receive CABTREO or vehicle applied once daily for 12 weeks.
· The trial population included 74% White, 15% Black or African American, 7% Asian, 4% Other, and <1% Native Hawaiian or Other Pacific Islander; for ethnicity, 78% identified as non-Hispanic/Latino and 22% identified as Hispanic/Latino. Fifty-eight percent were female, and 42% were male. The median age of the trial population was 18 years (range: 10 to 48 years). Enrolled subjects had a score of moderate (3) or severe (4) on the Evaluator’s Global Severity Score (EGSS), 30 to 100 inflammatory lesions (papules, pustules, and nodules), 35 to 150 non-inflammatory lesions (open and closed comedones), and two or fewer facial nodules. At baseline, most subjects (91%) had EGSS scores that equated to moderate acne. The co-primary efficacy endpoints of success on the EGSS, absolute change in non-inflammatory lesion count, and absolute change in inflammatory lesion count were assessed at Week 12. Success on the EGSS was defined as at least a 2-grade improvement from baseline and an EGSS score of clear (0) or almost clear (1).
· In both studies, the coprimary endpoints were met, and CABTREO was superior to vehicle gel on all efficacy assessments at week 12. Treatment success was achieved by 49.6% and 50.5% of participants with CABTREO versus vehicle (24.9% and 20.5%, studies 1 and 2, respectively; P < 0.01, both). CABTREO
also demonstrated significantly greater least-squares mean percent changes in inflammatory and 
non-inflammatory lesions versus vehicle gel (P < 0.001, all), with reductions over 72% achieved by week 12. Some changes in lesion reduction was seen with CABTREO as early as week 4.
· A greater proportion of patients in the CABTREO group reported treatment-emergent adverse events (TEAEs) versus vehicle. Most TEAEs were mild to moderate in severity, and there were no serious AEs. Mean cutaneous safety and tolerability scores for CABTREO were all mild, with scores less than 1.
Please see full articles for more information:
1. Stein Gold L, Lain E, Del Rosso JQ, et al. Clindamycin phosphate 1.2%/adapalene 0.15%/benzoyl peroxide 3.1% gel for moderate-to-severe acne: Efficacy and safety results from two randomized phase 3 trials. J Am Acad Dermatol. 2023;89(5):927-935
2. CABTREO (clindamycin phosphate, adapalene and benzoyl peroxide) Topical Gel 1.2%/0.15%/3.1% [prescribing information]. Bridgewater, NJ. Bausch Health US, LLC.

☐ Mechanism of Action
CABTREO (clindamycin phosphate 1.2%, adapalene 0.15%, and benzoyl peroxide 3.1%) delivers a multi-targeted approach to the treatment of acne vulgaris by combining three well-established active agents with distinct and complementary mechanisms of action:1
· Clindamycin, a lincosamide antibiotic, inhibits bacterial protein synthesis by binding to the 50S ribosomal subunit of Cutibacterium acnes, reducing both bacterial load and associated inflammation.
· Benzoyl peroxide is a potent oxidizing agent that exerts broad-spectrum antimicrobial effects independent of antibiotic resistance. It also helps reduce follicular hyperkeratosis by promoting desquamation.
· Adapalene, a third-generation retinoid, modulates cellular differentiation and keratinization by binding to specific retinoic acid receptors (RAR-β and RAR-γ) in the skin. It is thought to help normalize follicular epithelial turnover and possesses intrinsic anti-inflammatory properties.
· The clinical significance concerning the mechanism of action for clindamycin, adapalene, and benzoyl peroxide in acne treatment remains unknown.
These three active ingredients were categorized as first-line treatment for acne vulgaris with a strong recommendation by the 2024 AAD Acne guidelines.2
The combined action of these ingredients targets three of four key pathogenic mechanisms of acne—microbial colonization, inflammation, and abnormal keratinization. The combination of BPO and clindamycin also may reduce the development of antibiotic resistance, which is a core goal of antibiotic stewardship recommended by the Centers for Disease Control and by the Scientific Panel on Antibiotic Use in Dermatology of the American Acne and Rosacea Society.3
Please see full articles for more information:
1. CABTREO (clindamycin phosphate, adapalene and benzoyl peroxide) Topical Gel 1.2%/0.15%/3.1% [prescribing information]. Bridgewater, NJ. Bausch Health US, LLC.
2. Reynolds RV, Yeung H, Cheng CE, et al. Guidelines of care for the management of acne vulgaris. J Am Acad Dermatol. 2024;90(5):1006.e1-30
3. Kircik LH et al. Triple Combination Clindamycin Phosphate 1.2%/ Adapalene 0.15%/Benzoyl Peroxide 3.1% for Acne: Efficacy and Safety from a Pooled Phase 3 Analysis, Dermatol Ther (Heidelb). 2024 May;14(5):1211-1227.

☐ Characteristics of CABTREO in phase 2 and post-marketing studies
· In a phase 2 trial, CABTREO was evaluated over 12 weeks in participants with moderate to severe acne and compared with three dyad component combinations and vehicle gel. CABTREO achieved a treatment success of 52.5% and >70% lesion reduction at week 12.1
· In a phase 2 multicenter, randomized, double-blind, vehicle-controlled, 12-week study, CABTREO was tested alongside Epiduo Forte and vehicle gel in 230, 228, and 228 participants, respectively, with moderate to severe acne (NCT04892706). Subjects included were 12 years of age and older and applied CABTREO
 once daily for 12 weeks.3
· In this study, all coprimary endpoints were met in the CABTREO treatment arm. At Week 12, 51.3% of subjects receiving CABTREO achieved treatment success, with mean reductions of 76.8% and 71.8% in both inflammatory and non-inflammatory lesion counts, respectively. In comparison, 32.9% of subjects receiving Epiduo Forte achieved treatment success at Week 12, representing an 18.4-percentage-point difference between treatment groups.3
· A greater proportion of patients in the CABTREO group reported treatment-emergent adverse events (TEAEs) versus vehicle. Most TEAEs were mild to moderate in severity, and there were no serious AEs. Mean cutaneous safety and tolerability scores for CABTREO were all mild, with scores less than 1.3
· CABTREO has a polymeric mesh formulation where the adapalene and benzoyl peroxide have been micronized to allow for even distribution over the skin. The anti-inflammatory properties of clindamycin may also provide a moderating effect on cutaneous irritation with benzoyl peroxide and adapalene. The formulation is also delivered in a pH-balanced, aqueous gel that is free from preservatives, alcohol, occlusive agents, and surfactants.4
Please see full articles for more information:
1. Stein Gold L, Baldwin H, Kircik LH, et al. Efficacy and safety of a fixed-dose clindamycin phosphate 1.2%, benzoyl peroxide 3.1%, and adapalene 0.15% gel for moderate-to-severe acne: a randomized Phase II Study of the first triple-combination drug. Amer J Clin Dermatol. 2022;23(1):93-104
2. Draelos JD; Application Characteristics and Patient Preference of Triple-Combination vs Layered Topicals for Acne: Split-Face Study: J Drugs Dermatol. 2024 Oct 1;23(10):857-861.
3. Ortho Dermatologics. Data on File
4. Kircik LH et al. Triple Combination Clindamycin Phosphate 1.2%/ Adapalene 0.15%/Benzoyl Peroxide 3.1% for Acne: Efficacy and Safety from a Pooled Phase 3 Analysis, Dermatol Ther (Heidelb). 2024 May;14(5):1211-1227.

INDICATION AND IMPORTANT SAFETY INFORMATION FOR CABTREO

INDICATION
CABTREO (clindamycin phosphate, adapalene and benzoyl peroxide) Topical Gel 1.2%/0.15%/3.1% is indicated for the topical treatment of acne vulgaris in adult and pediatric patients 12 years of age and older.

IMPORTANT SAFETY INFORMATION
CONTRAINDICATIONS
CABTREO is contraindicated in patients with:
· known hypersensitivity to clindamycin, adapalene, benzoyl peroxide, any components of the formulation, or lincomycin.
· history of regional enteritis, ulcerative colitis, or antibiotic-associated colitis.
WARNINGS AND PRECAUTIONS
Hypersensitivity: Hypersensitivity reactions, including anaphylaxis, angioedema, and urticaria, have been reported. If a serious hypersensitivity reaction occurs, discontinue CABTREO immediately and initiate appropriate therapy.
Colitis: Clindamycin can cause severe colitis, which may result in death. Discontinue CABTREO if diarrhea occurs.
Photosensitivity: CABTREO may increase sensitivity to ultraviolet light. Avoid or minimize exposure to sunlight and sunlamps. Wear sunscreen and protective clothing when sun exposure cannot be avoided.
Skin Irritation and Allergic Contact Dermatitis: Stinging/burning/pain, erythema, dryness, irritation, exfoliation, and dermatitis may occur with use of CABTREO and may necessitate discontinuation. Weather extremes, such as wind or cold, may be irritating to patients under treatment with CABTREO. Depending upon severity, patients can use a moisturizer, reduce frequency of application, or discontinue use. Avoid applying CABTREO to areas of broken, eczematous, or sunburned skin, and concomitant use with other potentially irritating topical products. Avoid use of “waxing” as a depilatory method on skin treated with CABTREO.
Use of CABTREO with concomitant topical acne therapy has not been evaluated.
IMPORTANT SAFETY INFORMATION (CONTINUED)
ADVERSE REACTIONS
The most common adverse reactions (occurring in >1% of the CABTREO group and greater than the vehicle group) were application site reactions, pain, erythema, dryness, irritation, exfoliation, and dermatitis.
DRUG INTERACTIONS
Use CABTREO with caution in patients receiving neuromuscular blocking agents.

Please click here for full Prescribing Information, Patient Information and Instructions for Use.

CABTREO is a trademark of Ortho Dermatologics or its affiliates. © 2026 Ortho Dermatologics or its affiliates
CAB.0111.USA.25V2.0

