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[Date]
[Insurance Provider / HSA/FSA Administrator]
[Address Line 1]
[City, State ZIP]
Re: Letter of Medical Necessity for [Patient Name], DOB [Date of Birth]- Request for Coverage/Reimbursement of Breast Milk Freeze-Drying Services for Exclusive Human Milk Fortification due to intolerance of all standard alternatives
To Whom It May Concern:
I am writing to request insurance coverage and reimbursement for breast milk freeze-drying services obtained through Milkify for my patient, (Name) __________________________, (DOB) ___________. This processing service, which preserves and concentrates the patient’s own medically prescribed nutrition (mother’s milk) is required to safely provide exclusive human milk-based fortification, which is the only clinically tolerated and appropriate nutritional strategy for this patient. Based on this patient's clinical history and diagnosis of (medical condition/diagnosis) _________________________________________________, I have determined that this form of exclusive human milk fortification is medically necessary.
My patient's current measurements are: (weight, height, weight-for-age/length percentile) _______________________________, with a history of (describe feeding difficulties, growth failure, or weight concerns) ____________________________. Pertinent labs supporting the need for caloric fortification include: (list labs or delete if not applicable) ______________________________. This patient's nutritional status and growth trajectory are at risk without the continued use of a well-tolerated, human milk-based fortification strategy.



Medical Indications
Caloric and nutritional fortification of breast milk is clinically indicated for this patient based on one or more of the following diagnoses (select all that apply):
· ☐ Prematurity / low birth weight (P07.10–P07.39)
· ☐ Failure to thrive / poor weight gain (R62.51 / P92.6)
· ☐ Short bowel syndrome (K91.2)
· ☐ Malabsorption / maldigestion (K90.9)
· ☐ Necrotizing enterocolitis (NEC) or history of NEC (P77.1–P77.9)
· ☐ Cow milk protein allergy / intolerance (K52.21 / L27.2)
· ☐ Multiple food protein intolerance / Food Protein-Induced Enterocolitis Syndrome (FPIES) (K52.29)
· ☐ Gastroesophageal reflux disease (GERD) with feeding intolerance (K21.0)
· ☐ Congenital heart disease with increased caloric needs (Q20.0–Q28.9)
· ☐ Chronic lung disease / bronchopulmonary dysplasia (BPD) (P27.1)
· ☐ Cystic fibrosis (E84.19)
· ☐ Inborn errors of metabolism (E70–E88)
· ☐ Post-surgical GI conditions requiring nutritional rehabilitation
· ☐ Other conditions for which caloric fortification of breast milk is clinically indicated: ________________________________

Clinical Rationale: Benefits of an Exclusive Human Milk Diet
An exclusive human milk diet (EHMD) — in which both the base feeding and any fortification are derived from human milk rather than bovine-based products — is supported by a substantial and growing body of published clinical evidence, as well as by recommendations from major professional organizations.
American Academy of Pediatrics (AAP): The AAP strongly recommends human milk as the optimal source of nutrition for all infants, including those who are preterm or medically complex. The 2022 AAP Policy Statement on Breastfeeding reaffirms the importance of human milk and supports its use as the foundation of infant nutrition wherever possible (Meek & Noble, 2022)¹. For very low birth weight (VLBW) infants, the AAP recommends an exclusive human milk diet to reduce the risk of NEC and other morbidities²
Reduction in Necrotizing Enterocolitis (NEC): Multiple studies demonstrate that bovine-based fortifiers are associated with increased risk of NEC in preterm infants. Sullivan et al. (2010) conducted a randomized controlled trial showing that VLBW infants fed an exclusive human milk diet had significantly lower rates of NEC compared to those receiving bovine-based fortifiers (2% vs. 6%, p=0.02)³. Abrams et al. (2014) further confirmed that an EHMD reduces surgical NEC and NEC-related mortality⁴.
Improved Feeding Tolerance: Human milk-derived fortification has been shown to significantly improve GI tolerance compared to bovine-based fortifiers, including reduced feeding interruptions, less abdominal distension, and fewer episodes of emesis. Cristofalo et al. (2013) demonstrated in a randomized clinical trial that preterm infants receiving an EHMD reached full enteral feeds faster and experienced fewer feeding interruptions than those on bovine-based products⁵.
Immunologic and Developmental Benefits: Human milk contains bioactive components — including immunoglobulins, lactoferrin, oligosaccharides, and growth factors — that are absent or diminished in bovine-based products. These components support gut maturation, immune development, and long-term neurodevelopmental outcomes (Underwood, 2013)⁶.

Intolerance to Conventional Cow Milk-Based Fortifiers
Standard fortification options have been trialed and were not tolerated and/or clinically ineffective.To date, this patient has demonstrated intolerance to conventional cow milk-based formula and/or fortifiers, including: (insert products trialed) __________________________, as evidenced by: (select all applicable) poor weight gain, GI discomfort, emesis, diarrhea, blood in stool, feeding refusal, GERD exacerbation, abdominal distension, excessive gas, increased mucus production, skin reactions, or other: ______________________________.
Cow milk protein allergy and intolerance are well-documented in infants and can manifest as enterocolitis, proctocolitis, and enteropathy syndromes. In these patients, continued exposure to bovine protein through standard fortifiers perpetuates GI injury and prevents adequate nutritional absorption. An exclusively human milk-based fortification approach eliminates this antigenic exposure while still meeting the patient's elevated caloric and protein needs (Iacono et al., 1998; Host, 2002)⁷˒⁸. A recently published case report describes a late preterm infant with complicated intestinal atresia and congenital shortened bowel who failed fortification with an extensively hydrolyzed cow milk-based formula powder (Nutramigen®) as well as two amino acid-based formula powders (Neocate® and EleCare®), experiencing severe fussiness, abdominal distention, and increased stooling with each. Intolerance symptoms resolved within 24 hours of transitioning to fortification with freeze-dried mother's own milk (FDMOM), and the infant's weight-for-age advanced from the 24th to the 66th percentile within 86 days (Ward et al., 2026)¹⁰.

Description of Service: Breast Milk Freeze-Drying
Milkify is a professional breast milk freeze-drying service that converts a mother's expressed breast milk into a fine powder using a process that preserves the nutritional and bioactive integrity of the milk. This freeze-dried powder can then be added to expressed liquid breast milk to increase caloric density, providing a 100% maternal milk-based fortifier that is free from bovine protein, soy, corn, and artificial additives.
Freeze-drying (lyophilization) is well-established in the food and pharmaceutical industries as a preservation method that maintains the nutritional and immunological properties of breast milk with greater stability than refrigeration or standard freezing (Sproat et al., 2024)⁹. Research demonstrates that lyophilization results in no significant change to total fat content and fatty acid profiles, protein content and proteomic profiles, human milk oligosaccharides (HMOs), lysozyme activity, or glycoproteins, with only slight reductions in certain immunoglobulins and vitamin C. This method enables families to use the mother's own milk as a safe, personalized, and well-tolerated caloric supplement.
Facility Credentials and Safety Standards: Milkify operates an FDA-registered food facility (registration #16969346312) with SGS cGMP certification (#US23/00000165), dedicated exclusively to breast milk processing. Key safety features of Milkify's process include:
· Proprietary contact-free processing (SafeDry™): Frozen milk is freeze-dried inside a sealed lyophilization pouch, preventing contact with equipment at every stage — before, during, and after freeze-drying. This eliminates the risk of cross-contamination from equipment or from other clients' milk, and allows each bag to remain individually labeled with a unique client ID and tracking number throughout processing.
· No thawing: Milk remains continuously frozen at the Milkify facility until converted to powder, preventing degradation associated with freeze-thaw cycling.
· ISO 5 cleanroom packaging: Powder packaging is performed in ISO 5 cleanroom workstations under strict hygiene controls.
· Water activity testing: Each batch undergoes water activity testing after freeze-drying to confirm sufficiently low residual moisture, preventing post-drying microbial growth during storage.
· Bacterial safety: Freeze-drying has been shown to significantly reduce bacterial load in breast milk, with particularly robust reductions in potentially pathogenic species, and no bacterial growth is possible during long-term storage of the powder when proper water activity controls and packaging are used (Ward et al., presented at HMI 2025).
· Macronutrient analysis: Milkify analyzes both baseline expressed milk and the resulting powder using a MIRIS Human Milk Analyzer to provide individualized, targeted fortification recipes for each patient.

Prescribed Usage
Based on this patient's current nutritional needs, I am prescribing a caloric target of __________ kcal/kg/day, with fortification of expressed breast milk to a target caloric density of __________ kcal/oz. The use of freeze-dried breast milk powder from Milkify is the most clinically appropriate and tolerated means of achieving this goal for this patient.

Your approval of this request would have a meaningful and positive impact on this patient's health, growth, and long-term wellbeing by supporting an exclusive human milk diet as the foundation of their nutritional care.
Sincerely,

Signature of Prescribing MD, NP, PA-C Date

Printed Name

Title

Practice / Hospital / Institution

Encouraged Enclosures: Relevant clinical notes, growth charts, feeding logs, failed formula/fortifier trial documentation, lab results, and prescription.
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