INSTRUCTIONS AND TEMPLATE FOR A LETTER OF MEDICAL NECESSITY

[bookmark: _Hlk158874194]This template is meant to be a helpful starting point in writing a Letter of Medical Necessity (LMN) for     Acthar® Gel (repository corticotropin injection) for treatment of symptomatic sarcoidosis

Quick tips:
· All copy in blue, italics, or brackets should be tailored specifically to your patient or deleted if irrelevant
· LMNs are best received when placed on medical practice letterhead
· You are encouraged to attach the Acthar Gel Prescribing Information to your letter to the insurance carrier. A copy has been provided 
· The “primary diagnosis” listed in the letter must align with the Acthar Gel indication below

INDICATION
Acthar Gel is indicated for symptomatic sarcoidosis.

SELECT IMPORTANT SAFETY INFORMATION
Contraindications
Acthar is contraindicated:
· For intravenous administration
· In infants under 2 years of age who have suspected congenital infections
· With concomitant administration of live or live attenuated vaccines in patients receiving immunosuppressive doses of Acthar
· In patients with scleroderma, osteoporosis, systemic fungal infections, ocular herpes simplex, recent surgery, history of or the presence of a peptic ulcer, congestive heart failure, uncontrolled hypertension, primary adrenocortical insufficiency, adrenocortical hyperfunction, or sensitivity to proteins of porcine origin
Please see additional Important Safety Information in the accompanying LMN Step-by-Step Instructions Sheet, and the full Prescribing Information.

The outline on the following page represents typical information that insurance carriers require in order to render a coverage decision. Insurance carriers could require more or less information than what is included in this outline. Following these suggestions does not guarantee insurance coverage for your patient. The outline is provided as a reference only; your letter should align with your clinical records and patient’s personal treatment history and medical need.




DELETE THESE INSTRUCTIONS PAGES BEFORE SUBMITTING THE LMN.
(These instructions should not be a part of your submission)




[Your letterhead here]



[Date] 
ATTN: Medical Review 						Re: 
[Contact name] 							[Patient name] 
[Insurance company]						[Date of birth] 
[Insurance street address]						[Policy #] 
[Insurance city, state  ZIP] 						[Group #] 


Dear [Medical Director Name/Payer Representative Name],
I am writing on behalf of my patient [Patient’s First and Last Name, current age, patient demographic information, and gender,] who was diagnosed with [ICD-10 code for primary diagnosis (sarcoidosis)] on [date] at the age of [age]. Their disease is multisystem, having affected their [list all affected areas (e.g., joints, muscle tissue, nervous system) and organs (e.g., eyes, heart, kidneys, lungs, lymph nodes, skin)].
Additional medical diagnoses for this patient include [include all additional relevant ICD-10 codes].
For treatment of their [primary diagnosis (sarcoidosis)], I understand [Patient Name] was denied approval of Acthar® Gel (repository corticotropin injection) because [list out reasons for denial from letter]. As their physician, it is my medical opinion that Acthar Gel is medically necessary and is an appropriate next treatment option. 
[Patient Name] has already undergone or is currently undergoing the following treatments specific to their diagnosis:
[List all past and current treatments relevant to the diagnosis (e.g., steroids, cytotoxins, IVMP, TNF inhibitors, Rituxan). Include the treatment name, duration (start and end date), dosage(s), and outcome(s). Specifically, explain all current and past steroid use; and if steroids have not been used or cannot be used, explain why. In addition, list any medical events or tests that occurred during treatment (e.g., hospitalizations, PFT, CT scan, PET scan, chest x-ray, eye exam), including the date, a brief summary of the event, and the outcome].
[Patient Name]’s condition is now [mild, moderate, or severe]. It is my assessment that current treatments are not adequately managing [Patient Name]’s symptoms [list symptoms]. Accordingly, I am asking for [Payer Name]’s approval of Acthar for [Patient Name] because it is my medical opinion that Acthar is an appropriate option for [Patient Name]’s condition and may provide the desired positive outcome for [Patient Name] at this time. The treatment plan for Acthar is as follows: [planned treatment regimen].
[Include any additional relevant information and reason for prescribing Acthar Gel. You may use the supplemental clinical information provided below].
In summary, based on my clinical judgment, Acthar Gel is medically necessary for [Patient Name]. 
Please contact my office at [office’s telephone number] if additional information is required for approval of this request. Thank you for your immediate attention to this very important matter. 
Sincerely,
[Physician name, MD]


INSTRUCTIONS AND TEMPLATE FOR A LETTER OF MEDICAL NECESSITY (CONT’D)

For your convenience, available studies are included as links below. Please consider downloading and attaching the relevant studies to further support the submission of your LMN. 

Expert Consensus Panel (Rahaghi): Management of Repository Corticotropin Injection Therapy for Pulmonary Sarcoidosis (2020)

Retrospective Chart Review of Symptomatic Sarcoidosis Patients (Baughman): A Retrospective Pilot Study Examining the Use of Acthar Gel in Sarcoidosis Patients (2016)

Single-Blind Prospective Study (Baughman): Repository Corticotropin for Chronic Pulmonary Sarcoidosis (2017)

Retrospective Chart Analysis for Patients Treated with Repository Corticotropin Injection (RCI) (Chopra): Repository Corticotropin Injection in Patients with Advanced Symptomatic Sarcoidosis: Retrospective Analysis of Medical Records (2019)  

Study limitations: The efficacy and safety results discussed may not be representative of the overall patient population. The clinical outcomes for the patients discussed may not be solely attributable to Acthar Gel.


About Acthar Gel
· Acthar® Gel (repository corticotropin injection) is indicated for the treatment of symptomatic sarcoidosis.1
· In in vitro and pharmacodynamic studies, Acthar Gel engaged melanocortin receptors (MCRs) expressed on immune cells and other tissues throughout the body, which is thought to produce both an indirect anti-inflammatory effect and a direct cell modulation effect. The exact mechanism of action requires further investigation and the relationship to clinical benefit is unknown.2-7
Commonly reported postmarketing adverse reactions for Acthar include injection site reaction, asthenic conditions (including fatigue, malaise, asthenia, and lethargy), fluid retention (including peripheral swelling), insomnia, headache, and blood glucose increased.

References: 1. Acthar® Gel (repository corticotropin injection) [prescribing information]. Mallinckrodt ARD LLC. 2024. 2. Catania A, Lonati C, Sordi A, Carlin A, Leonardi P, Gatti S. The melanocortin system in control of inflammation. Scientific World Journal. 2010;10:1840-1853. 3. Huang YJ, Galen K, Zweifel B, Brooks LR, Wright AD. Distinct binding and signaling activity of Acthar Gel compared to other melanocortin receptor agonists. J Recept Signal Transduct Res. 2020;1-9. doi:10.1080/10799893.2020.1818094.   4. Olsen NJ, Decker DA, Higgins P, et al. Direct effects of HP Acthar Gel on human B lymphocyte activation in vitro. Arthritis Res Ther. 2015;17:300. 5. Healy LM, Lin YH, Jang JH, Rao V, Antel JP, Wright D. Melanocortin receptor mediated anti-inflammatory effect of repository corticotropin injection on human monocyte-derived macrophages [ECTRIMS-ACTRIMS abstract EP1481]. Mult Scler J. 2017;23:(suppl 3):777. 6. Benko AL, McAloose CA, Becker PM, Wright D, Sunyer T, Kawasawa YI, Olsen NJ, Kovacs WJ. Repository corticotrophin injection exerts direct acute effects on human B cell gene expression distinct from the actions of glucocorticoids. Clin Exp Immunol. 2018;192(1):68‐81. 7. Benko AL, Wright AD, Sunyer T, Olsen NJ, Kovacs WJ. Individual pituitary neuropeptides do not recapitulate the effects of repository corticotropin [Acthar®] on human B cells in vitro. J Neuroimmunol. 2021;353:577522.


DELETE THESE INSTRUCTIONS PAGES BEFORE SUBMITTING THE LMN.
[bookmark: _Hlk147319006](These instructions should not be a part of your submission)

Mallinckrodt, the “M” brand mark and the Mallinckrodt Pharmaceuticals logo are trademarks of a Mallinckrodt company. Other brands are trademarks of a Mallinckrodt company or their respective owners. 
© 2024 Mallinckrodt. US-2400129 04/24
2


