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Objectives for today

- Clarify medical food definitions
- Understand what coverage is like in Michigan today
- Become familiar with other state models

- ldentify opportunities and barriers presented by those
models



Proposed Definitions

- Nutritional products specially formulated and processed
for patients who require them as a major treatment
modality

- Labeled for use under medical supervision; available only
by prescription?
- General term: Dietary Treatment for Inborn Errors of

Metabolism: or Nutritional Treatment for Inborn Errors of
Metabolism

- Three Treatment Sub-types
»Medical food
» Low-protein modified special food

»Medically necessary supplements Medically necessary single
amino acids, amino acid mixtures, and vitamins




Proposed Definitions (contd)

Recommendation from Adult Work Group:

- Definitions should be further expanded to include more detail as needed for use in
policy language and/or possible legislative bills

- Define the population covered, ie those with genetic inborn errors of metabolism
that involve amino acid, carbohydrate and fat metabolism and for which medical
standard methods of diagnosis, treatment and monitoring exist.

» “Genetic inborn error of metabolism” means a rare, inherited disorder that meets all of the
following:

- Is present at birth
- if untreated, results in mental retardation, system damage or death.
- Causes the necessity for consumption of special medical foods.
» “Special medical foods” means nutritional substances in any form that meet all of the following:
- Are formulated to be consumed or administered internally under the supervision of a physician

- Are specifically processed or formulated to eliminate the food component(s) that cannot be
metabolized (and would cause medical problems) which are normally present in natural food

- are intended for the medical and nutritional management of patients with limited capacity to
metabolize ordinary foodstuffs or certain nutrients contained in ordinary foodstuffs or who have
other specific nutrient requirements as established by medical evaluation.

- Are essential to optimize growth, health and metabolic homeostasis.



-
Medical Food

- Main alternative to natural protein

- Infant formula: substitute milk formula based on the
composition of regular milk but lacking the toxic
Ingredients

- Alternate protein products: Solid and powder forms of
critical nutrients, amino acids and protein free beverages
that are more acceptable to older children, adolescents,
and adults



Low-protein modified special food
(or Low-protein special food)

- Energy source important for a balanced diet; used In
conjunction with medical foods to prevent metabolic
decompensation

- Low protein substitute products designed to be as similar
as possible to the “normal” counterparts but with minimal
protein

»Products in the form of baking mixes, pastas, rice, sauces, etc.

- Important dietary component to increase patient
acceptance and compliance

- Does not include foods naturally low in protein



Medically necessary single amino acids,
amino acid mixtures and vitamins

- Used to replace conditionally essential nutrients or
enhance enzyme activity
»Not utilized or produced by the affected person’s body

- Single amino acids and amino acid mixtures, vitamins,
and other compounds
» Examples: tyrosine, arginine, citrulline, carnitine, biotin
»Obtained by prescription and covered as a pharmacy benefit

- Concerns about safety due to lack of regulation???



Coverage of nutritional treatment for
children

- Nearly all children are eligible for some form of insurance coverage
- Many states (~ 38 as of 2010) mandate coverage of formula and/or
special foods for children with inborn errors of metabolism.

- 16 states cover all children with inborn errors of metabolism; 6 only cover
children with PKU; remaining states cover select disorders

- 28 states cover both formula and special foods, such as low protein foods
- 10 states only cover formula

- 12 states have funding for coverage through Medicaid and other
programs.

Source: http://articles.complexchild.com/may2011/00296.html:

NRM Buist, K Huntington, and SC Winter, Healthcare Coverage for
Medical Food Treatment of Inborn Errors of Metabolism




Funding Sources Available to Michigan Children for Treatment

Population CSHCS Medicaid/Medicaid Medicare WiIC Commercial Newbarn No Coverage
Health Plan insurance Screening
Contract

Children,

0-4 years J J . J ‘J J
Eligibility: Medical Eligibility: Based on Eligibility: Based Eligibility: IEM Ability to purchase
with annual fee to income an income & other detectable by NB5 | depends onincome
join based on income fators & seen at CHM

Covers: Limited clinic at least
Covers: Formula & Covers: Formula & autharization of Covers: Varies by 1x/year
supplements based supplements based on special formulas plan; may have co- | Cowers: Formula,
on medical need medical need f pays occasional food &
or IEM
supplements

Children,

5-17 years J J J ‘J J
Eligibility: Medical Eligibility: Based on Eligibility: IEM Ability to purchase
with annual fee to income detectable by NB5 | depends onincome
join based on income & seen at CHM

clinic at least
Cowvers: Formula & Covers: Formula & Covers: Varies by 1xfyear
supplements based supplements based on plan; may have co- | Covers: Formula,
on medical need medical need pays occasional food &

supplements

Young Adults,

18-20 years J J J J J
Eligibility: Medical Eligibility: Based on Eligibility: IEM Ability to purchase
with annual fee to income and under age 21 detectable by NBS | 4enands on income
join based on income & seen at CHM

clinic at least
Covers: Formula & Covers: Formula & Cowvers: Varies by 1x/year
supplements based supplements based on plan; may have co- | Cowers: Formula,
on medical need medical need pays occasional food &

supplements

¢: Program eligibility with some level of coverage for low protein medical food products such as formula

. = Program eligibility but currently limited coverage for low protein medical food products such as formula

IEM = Inborn Errors of Metabalism
Supplements= Medically necessary supplements, eg tyrosine

Mote other possible sources: Food Assistance Program: School lunch orogram. Medical food companv hardship orograms? 11/12/13



Other State Models

- Gaps? Barriers?
- What about it would fit well for Michigan’s needs?

- What would be needed to implement this package or
element of package in Michigan?



State Models

- Variety
- Mandate for insurers to cover medical foods and/or low protein
modified foods and/or other medical costs
- May cover NBS conditions only or wider list of inborn errors of metabolism
- Age limits
- May have cap in coverage or dollar amount of coverage
- Tax credit for costs

- State programs to provide Metabolic Foods and Formula
- Differing eligibility: age, age/gender
NBS funds as safety net (i.e., insurers and other state resources must be
used first)
Sliding scales
What provided varies
Process differs



Kentucky

- Insurance Mandate: “Health plan that provides prescription drug
coverage shall include in that coverage therapeutic food, formulas,
supplements, and low-protein modified food products for the treatment of
inborn errors of metabolism.....”

- Annual cap of $25,000 for therapeutic food, formulas, and supplements.

Separate annual cap of $4,000 for low protein modified foods

Women, Infants and Children: Cost of formula for eligible WIC client,
without other source of coverage, shall be covered by WIC

- Mandate: Kentucky Metabolic Food and Formula Program:

- Verified Kentucky residents who do not qualify for another insurance program or
whose insurance coverage is exhausted or denied

- Medically necessary therapeutic foods, formulas, supplements and low-protein
modified food products

- Products must be billed and denied before a person can seek coverage (including
WIC, Medicaid, K-CHIP and private insurance).
Program works with DME providers, pharmacies and university metabolic centers

- Provider shall submit prescription, authorization form, and invoice from supplier to
receive actual cost plus 20%.

- Source of funds is Vital Records fee $1 for certified copies of birth certificates.



| ouisiana

- Insurance Mandate: requires coverage of low-protein foods only up
to $200 per month; includes reimbursement by Medicaid. Medical
food/formula not included in mandate but expect to amend this year.

- Dept. of Health and Hospitals, Genetic Diseases Program:

- Serves as DME; bills Medicaid and insurance with 25% markup

- Managed by Genetics Nutritionist Consultant; follows all children
needing nutritional treatment, places food orders

- Member of Minnesota Multistate Contracting Alliance for Pharmacy
with distributor that delivers to every parish (county) by truck;
patients pick up 3-month supply at a time

- Covers all ages, most metabolic disorders

- NBS fees used as safety net when insurance denies coverage



Oregon

- Mandate: insurance coverage shall include expenses of diagnosing,
monitoring and controlling the [inborn errors of metabolism] by
nutritional and medical assessment, including but not limited to
clinical visits, biochemical analysis and medical foods used in

treatments of such disorders.

- Oregon Medical Foods Program

- Provides:
- Medical protein options
- Low protein medical foods labeled to be used under medical supervision
- Conditional essential amino acids
- Specific types of energy modules required by patients diagnosed with carbohydrate or
fatty acid oxidation disorders
- Orders placed with Medical Food Inventory Administrator with updated
insurance information
- MFIA requests authorizations
- Obtains food from medical food inventory
- Packages order for shipment through UPS or family picks it up
- Billing department issues claims to health plan providers (HCPC S9435)
- Patients billed if they are responsible for co-pay by their health plan
- Oregon Medicaid patients are covered but not non-disabled adults with PKU



Wisconsin

- Mandate: Department shall provide the special diet required
upon recommendation of any physician who diagnoses a
patient as having a medical disorder that requires a special
dietary treatment. .... Shall impose a fee for tests performed...
and shall include... an amount the department determines is
sufficient to fund the provision of special dietary treatment
under this subsection.

- State NBS fee “surcharge” covers food and formula, no age
limit

- Clinicians in contracted clinics order food and formula off
formulary - invoice department

- Projected operating deficit in 2010 led to fee increase and Task
Force to address ways of reducing cost/increasing revenue

- $50.50 per NBS screen for metabolic disease services: $34 for
medical foods, total~$2.38 million with ~$1.6 million for low
protein foods; remainder for clinical contracts.



Ohio

- No mandates

- Health Department provides metabolic formula to individuals
with IEM

- Family will receive all required metabolic formula if:
- Resident of Ohio
- Receive care for specified IEM at an approved Ohio Center

- Apply annually to Bureau of Children with Medical Handicaps Treatment
Program if under 21

- Apply to Medicaid if financially eligible
- Apply to WIC if <5 years and attend WIC appointments, if eligible
- Consume formula as directed by metabolic dietician

- Formula shipped directly to patient’s home.

- Funds: portion of NBS fee, Bureau for Children with Medical
Handicap program, WIC



Indiana

- Mandate: Department’'s NBS program will ensure all
Indiana residents with IEM diagnosed by NBS will have
access to appropriate metabolic formula as follows:

- Single brand of metabolic formula for each metabolic condition on
NBS will be designated by state contracted metabolic geneticist

- Appropriate metabolic formula will be made available regardless of
Individual's ability to pay or SES as follows:
- Payment for formula will be on sliding scale as designated by
department
- All efforts will be made to collect payment for metabolic formula from
private insurance companies or other third party payers

- NBS program will serve as payer of last resort for patients without
private insurance coverage or for whom reimbursement cannot be
obtained by another third-party payer.



lowa Metabolic Food and Formula Program

- No insurance mandate

- Mandate: (641-4.3)(9) and (10) “Department shall include as part of
this fee an amount determined by the committee and department to
fund the provision of special medical formula and foods for eligible
individuals with inherited diseases of amino acids and organic acids
who are identified through the [NBS] program...”

- Provided through the University of lowa.
- Payments received from clients based on third-party payment, sliding fee
scales and donations.
- Individuals with incomes at or above 185 percent of FPL charged a fee.

- “Provision through this funding allocation shall be available only after
individual has shown that all benefits from third-party payers
including, but not limited to, health insurers, health maintenance
organizations, Medicare, Medicaid, WIC and other government
assistance programs have been exhausted.”



Virginia

- No insurance mandate

- Mandate: Health department shall assist eligible persons in obtaining
metabolic formula, low protein modified foods and metabolic
supplements.

- Expenditures shall be limited to available funding.

- Applicants must demonstrate they are not eligible for other state/fed
med assist program and that they do not have insurance coverage for
products listed below:

- Formula Distribution and Purchase Plan

- Resident children <21 years with condition and meet financial eligibility for CSHCSN
Program pool of funds may qualify to receive metabolic formula at no cost.

- Resident adults ages 21+ with condition and who have a gross family income at or
below 300% FPL may qualify to receive metabolic formula at no cost.

- Resident adults age 21+ with condition who DO NOT meet financial criteria may
gualify to purchase metabolic formula through the Virginia DH.

- Food/Supplement Reimbursement Plan

- Residents with condition who have a gross family income at or below 300% FLP may
be eligible to receive reimbursement from the department of up to $1,500 per year to
purchase low protein modified foods and medical supplement.



New Jersey

- Mandate: Individual, group or health service corporation
medical health insurer, small employer health benefits,
and HMO plans must cover therapeutic treatment of any
Inherited metabolic disease that is screened for in the
state’s NBS program.

- Medical food and low protein modified food products
covered

- Coverage mandated to be on same basis as other
conditions that are covered under the same plan.

- Includes Medicare/Medicaid

- State Health Benefits Program also covers IEMs
- State employees and their families
- 90% in-network; 70% out-of-network



