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 BRANCH:
Program Evaluation and Policy Branch
SUBJECT:
Medical Documentation and Supervision
ITEM:

Therapeutic Formulas, Medical Foods and Supplemental Foods


Purpose

To ensure that at-risk WIC participants requiring therapeutic formulas, medical foods, or supplemental foods receive adequate medical documentation and oversight.
Policy
Local agency staff shall obtain medical documentation from a health care provider with prescriptive authority before issuing:

· Therapeutic formula, a medical food, or any WIC foods to a participant who has a qualifying medical condition (Food Package III);
· Additional formula when WIC infant foods are contraindicated beyond six months of age (Food Package III); and
· Soy-based beverage or tofu to a child that cannot drink milk (Food Package IV).
Required Procedures
I.  Requesting and Processing Medical Documentation
A. Issuance of any noncontract formulas, or medical foods, or WIC foods to participants requires medical documentation every 3 months by a healthcare provider with prescriptive authority.  Exceptions for frequency of medical documentation are listed under Guidelines.  Medical documentation must:
1. Contain the following information:

a. participant’s name;

b. date of prescription (Rx);

c. name of the formula or medical food medically justified for the stated medical condition, including the amount needed per day;

d. WIC-eligible supplemental food(s) appropriate for the qualifying medical condition and their prescribed amounts;

e. length of issuance;

f. qualifying medical condition(s) for issuance of the WIC-eligible formula, medical food, and/or supplemental foods requiring medical documentation; and 

g. signature (or signature stamp) and contact information of the health care provider who wrote the Rx.

2. Be written on:

a. office letterhead;

b. prescription pad; or
c. the WIC Referral Form. 
3. Be provided:

a. as an original written Rx,

b. by fax, or

c. by telephone* 

* Medical documentation information by telephone may only be used when absolutely necessary and written documentation must be received within 30 days of the call.

4. Include a completed WIC referral form to ensure that only the amounts of supplemental foods prescribed by the participant’s health care provider are issued.
B. The WIC registered dietitian (RD) must determine whether the prescribed formulas or medical foods requested are consistent with the manufacturer’s recommended usage.  Other nutrition staff may provide nutrition services per WPM policies 130-30, 130-40, 130-50, 130-60, 130-70, 130-80 respectively.  These policies can be viewed at http://www.cdph.ca.gov/programs/wicworks/Pages/WICProgramManualIndex.aspx#100
C. The local agency shall not challenge or issue a different formula, medical food, or supplemental food without prior approval from the health care provider who prescribed the formula or medical food.
D. The local agency shall obtain verbal or written approval:

1. prior to issuing formula, medical foods, and supplemental foods prescribed for the qualifying medical conditions;

2. when required information for approval is missing; or
3. when the initial prescription expires after 3 months and reassessment indicates continuing the prescribed therapeutic formula or medical food, i.e., documented severe allergies, extreme low birth weight (< 2 lbs. 3 oz.), or micro-prematurity (<1 lb. 10 oz.).
E. The local agency shall fax a copy of the WIC Referral Form to State Agency to request authorized formulas or medical foods that cannot be printed on a food instrument.  An approval or denial will be faxed to the local agency within three working days or additional information will be requested as needed.
F. The local agency shall refer participants for pediatric, behavioral, and/or oral motor assessments as needed under the direction of the RD when a medical nutrition therapy referral is warranted. 

G. The local agency shall maintain a file (electronic or hard copy) of all medical documentation and supervision in a place readily accessible for program evaluation and audit purposes (see Medical Supervision Requirements below).  The file shall include:

1. the complete prescription or WIC Pediatric Referral Form (PM 247A);

2. all faxes sent or received; and

3. denial letters from other medical payers (see WPM Policy 390.11 for provision of formula by health plans and Medi-Cal).
II. Medical Supervision Requirements
Due to the nature of the medical conditions, close medical supervision is essential for dietary management of participant’s receiving Food Package III.
A. The participant’s health care provider is responsible for medical oversight and instruction.

B. Qualified local agency staff is responsible for ensuring that appropriate WIC nutrition services are provided to participants, including:

1. the WIC food prescription (types and amounts of WIC foods),

2. referrals to health care providers, and 

3. reinforcement of medical nutrition therapy provided. 
III. Individual Nutrition Tailoring 
The local agency shall issue less than the maximum month allowances for prescribed formula, medical foods, or supplemental foods in a food package when:

    A. medically or nutritionally warranted, i.e., eliminate of a food due to a food allergy
    B. a participant refuses or cannot use the maximum monthly allowances; or
    C. another payer’s contribution to fill a formula or medical food Rx is less than the    maximum monthly allowance.

When a participant requires formula exceeding the maximum monthly allowance and his/her health plan provides a portion of the formula, the local agency shall provide the balance but not exceeding the monthly maximum allowed.  

The local agency shall document in ISIS when the maximum monthly allowances are not issued.

Note: See WPM 320-40 for more information on tailoring. 

GUIDELINES

The local agency is encouraged to:

A. provide WIC staff a copy of the local health plans’ lists of approved therapeutic formulas and medical foods;

B. establish memorandum of understanding (MOU) with local health plans to coordinate the nutrition services and improve access for participants needing therapeutic formulas or medical foods;
C. request a Rx every 6 months for well-documented, chronic medical conditions, such as severe allergy, and every 9 months for complications of prematurity; 
D. request a Rx once per enrolled child for soy-based beverages and tofu, and

E. assess infants prescribed Enfamil AR LIPIL for gastroesophageal reflux.

Authority

7 Code of Federal Regulations (CFR) 246.10; 21 CFR parts 106 and 107
Section 412(h) of the Federal Food, Drug and Cosmetic Act (21U.S.C. 350a(h)) 

Section 412 of the Federal Food, Drug Act (21 U.S.C. 350a) 

DEFINITIONS

 
Contract formulas: standard, cow milk-based and soy-based formulas issued to participants without a prescription.  A list of WIC contract formulas can be viewed on the CA WIC webpage at: http://www.cdph.ca.gov/programs/wicworks/Pages/WICInfantFormula.aspx 
Health care provider: a person licensed by the State to write prescriptions, such as, a physician, physician’s assistant, osteopath, or nurse practitioner.  

Medical documentation: a determination by a licensed health care provider authorized to write medical prescriptions under State law that the participant has a medical condition that dictates the use of therapeutic formula(s) and/or medical food(s) because the use of conventional foods is precluded or restricted.

Medical supervision: medical oversight and instruction for the dietary management of the participant’s health conditions identified by the participant’s health care provider. 
Nutrition tailoring: provision of less than the maximum monthly allowances of supplemental foods in a food package.

Qualifying medical condition: conditions determined by a health care provider that impair ingestion, digestion, absorption or utilization of nutrients that could adversely affect the participant’s nutrition status, such as prematurity, low birth weight, failure to thrive, gastrointestional disorders, malabsorption syndromes, immune system disorders, inborn errors of metabolism, severe food allergies that require an elemental formula, etc.
Therapeutic formula or medical food: formula or medical food administered orally or by tube feeding to infants, children or women with documented inborn errors of metabolism, low birth weight, or unusual medical or dietary problems.  Products not allowed are those used solely for the purpose of enhancing nutrient intake or managing body weight (e.g., vitamin pills, weight control products), medicines/drugs, hyperalimentation feedings (nourishment administered through a vein), enzymes, oral rehydration fluids or electrolyte solutions, flavoring agents, and feeding utensils or devices. 
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