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NOTE TO THE READER:

The Nutrition Services Branch has prepared this reference to assist staff with the provision
of infant formula to health department clients. This reference includes information on:

¢ Infant formulas (contract and noncontract).
e Exempt Infant Formulas and Medical Foods

Milk based infant formulas are provided for normal infants with no feeding problems.
Soy based infant formulas are considered to be nutritionally equivalent to milk based
formulas and are used for milk protein allergy, galactosemia, lactose intolerance or when

vegetarian is preferred.

Note: Due to increased incidence of osteopenia (bone volume reduction), soy
formulas should not be used for preterm infants.

Issuance of Contract brand formula in concentrate or powder does not require a
diagnosis, physician order or prior approval before issuance.

Issuance of all other types of formula requires a physician’s order.

Formula should be issued in powder or concentrate unless Ready-To-Feed is requested
for one of the following reasons.

1. Restricted or unsanitary water supply;

2. No refrigeration;

3. Caretaker is unable to properly prepare formula; or
4, Only form the product is available.

The reason for issuing Ready-To-Feed formula must be documented in the medical
record.

It is necessary to call the state staff in the following situations.
e If Ready-To-Feed is requested for reasons not listed above.
e If the formula requested is not listed in this document.
e When state approval is required.

The staff members listed below can assist you with formula issues.

Nicole Nicholas, M.S., R.D, L.D. 502-564-3827 ext 3856
Connie Howell, M.Ed., R.D., L.D. 859-750-7195

Misty Morris, M.S., R.D., L.D. 270-252-5417

Fran Hawkins, M.S., R.D., L.D. 502-564-3827 ext 3831
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General Guidelines

. The food package must be appropriate for the category/status and age of the
participant and cannot exceed the maximum allowed for the category/status and
age. The maximum package must be provided for all participants. If a tailored food
package is provided, the reason must be documented.

. The health professional (physician, dietitian, nurse, nutritionist) is responsible for
selecting the appropriate food package in accordance with the Policies for
Prescribing Food Packages, Food Package Tables and Requirements for Issuing
Infant Formula, Exempt Infant Formula and Medical Foods.
1. This includes the following situations:

a. New participant enrolled on the Program;

b.Change in the food package per client or medical personnel request;

c. Verification of Transfer (VOC) — out-of-state.

Food package selection and food package changes must be done by the health
professional based upon the person’s nutritional needs, risk, access to refrigeration,
cooking and storage facilities and sanitary water supply. Foods shall be issued in the
appropriate form and quantities to meet the individualized needs of the person.

Participants must be instructed to purchase only the items listed on the food
instrument which are appropriate or desired.

Food packages are assigned based upon the following descriptions. See the
following:

fully breastfed infant;

partially breastfed infant;

fully formula fed infant;

child (age 1 to 2; child age 2 to 5);

pregnant;

pregnant with multiple fetuses;

postpartum;

partially breastfeeding woman (infant receiving partially breastfeeding
package);

9. partially breastfeeding woman (infant receiving a full formula package);
10. patrtially breastfeeding woman feeding multiples;

11. fully breastfeeding woman;

12. fully breastfeeding woman feeding multiple infants.

N>R~ WNE
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Certificate for Medical Necessity Instructions

Certificate for Medical Necessity Forms are Located in Appendix A.

. Issuance of formulas other than the contract brand requires a Certificate for Medical
Necessity (WIC — 200, WIC — 300, WIC - 400) or a prescription. (See Requirements for
Issuing Formula, Exempt Infant Formula and Medical Foods). Physicians (MD or DO),
Physician Assistants (PA’s) and Advanced Registered Nurse Practitioners (ARNP’s) are
the accepted authorities to provide the information in the medical documentation form
based upon individual needs and medical conditions.

. The Kentucky WIC Program will not be bound to provide products in the medical
documentation form that are contraindicated, not allowed by Federal Regulation or not
authorized by the Program.

. The medical documentation form must be received prior to the issuance of the food
package. This may be written, provided through a telephone order or facsimile (fax), etc.

. All medical documentation forms must contain: name of formula (if requested), length of
time, diagnosis, designation of other foods to provide (Food Package IIl), and the signature
of the prescriptive authority (physician, PA, or ARNP).

. A telephone order must also document date of telephone call and signature of person
taking the order. The prescriptive authority must send a copy of the medical
documentation form for inclusion in the medical record or sign and return the
Physician/ARNP Verbal Orders (HHS-117).

. The period of time indicated on a medical documentation form shall not exceed 12 months
or one (1) year for an infant, and 6 months for a woman or child.

. A medical documentation form remains in effect until expiration even when a participant’s
category changes from infant to child. However, need for the formula should be reviewed
with the physician, physician assistant, or ARNP and parent/caretaker due to the
difference between an infant and child’s package. If the medical documentation form has
expired, a new one must be obtained before continuing the formula.
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Return and Reissuance of Formula

In a limited number of cases, a parent/caretaker may have redeemed all or part of an
infant’s food instruments/EBT benefits for one month and the physician changes the
infant to a different formula. This could also occur for an infant, child or woman
receiving exempt infant formula or medical foods on Food Package IlI.

1. The unused formula and unused food instruments must be returned to the Local
Agency. The unused formula cannot be returned to a vendor for exchange for
another formula.

2.

If the parent/caretaker or participant returns only unused formula:

Document in the medical record the return of the original formula and reason for
issuance of replacement food instruments.

Issuance of formula must follow the WIC Policies for Prescribing Food
Packages.

Choose the appropriate food package code for the replacement formula.

Do a Replacement or Z action. Refer to the Administrative Reference, Volume
II, WIC Section, Food Delivery/Data Section. (CMS users will utilize the
“Inventory and/or replace purchased formula” link on the Patient Menu screen
to replace unopened formula.)

The system will automatically calculate the appropriate quantity of formula to
be issued and print one food instrument.

If the parent/caretaker or participant returns unused formula and unused food

instruments for the month:

a.

oo

Document in the medical record the return of the original formula, return of food
instruments and reason for issuance of replacement food instruments.
Issuance of formula must follow the WIC Policies for Prescribing Foo
Packages.

Choose the appropriate name of the replacement formula.

Using the WIC Patient Maintenance Screen, do a Replacement or Z action.
(CMS users will utilize the “Inventory and/or replace purchased formula” link on
the Patient Menu screen to replace unopened formula. CMS users will utilize
the “Food Pkg Replacement” link on the Patient Menu screen to complete the
replacement process.)

The system will automatically calculate the appropriate quantity of formula to be
issued and print one food instrument. Cereal and juice will be printed on a
second food instrument.
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C.

Accountability of the returned formula must be maintained by the Local Agency. This
includes documentation of the 1) distribution to WIC participants with extenuating
circumstances, 2) distribution to another WIC agency, and 3) donation to a charitable
organization such as an emergency food pantry or disposal due to the expiration of
dates. Complete the Formula Inventory Log, sample provided in the Administrative
Reference, Volume Il, WIC Section.
1. If returned formula is not commonly used by the agency, you may want to place a
message on the 500 screen for other agencies to review.

2. Include the following information in the message about the product:
a. Name
b. Can/bottle size
c. Quantity available
d. Expiration date
e. Contact name and telephone number

Refer to the Administrative Reference, Volume II, WIC Section, Food Delivery/Data
for additional information.

Infant Food Package Guidelines

Requirements for issuing each infant formula (milk, soy, milk-based lactose
reduced, milk-based lactose free) must be followed. All participants receiving
formula must receive contract brand (infant formula) unless contraindicated or a
comparable product is not available. See Requirements for Issuing Infant
Formula, Exempt Infant Formula and Medical Foods and the policy for issuance
below.

Noncontract rates for an agency should be 5% (five percent) or less.

. Whole, low fat, fat free/skim or goat’s milk cannot be issued to infants.

Cereal must not be issued to an infant until six (6) months of age. The computer will
then automatically add three (3) — 8 ounce boxes of cereal to the package.

Infant fruits and vegetables will be provided at six (6) months of age. The amount
varies based upon the category/status of the infant.

When issuing an infant formula, exempt infant formula or medical food it will be
necessary to select the appropriate package by the name of the formula/medical food
and the specific size.
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Issuance of Contract Brand Formula

The infant formula rebate contract is with Gerber. All infants who are not medically
fragile must be provided Good Start Gentle Formula Gentle Plus/Good Start
Gentle. This is the contract brand primary milk based standard formula and must be
the first formula tried. (See the definition of medically fragile in Issuance of Noncontract
Standard Formula).

The contract brand standard formulas that are appropriate to provide to infants during
the first year of life are:

Good Start Gentle Plus/Good Start Gentle (primary formula) (orange can)
Good Start Protect Plus/Good Start Protect (green can)
Good Start Soy Plus/Good Start Soy(blue can)

Good Start 2 Gentle Plus/Good Start 2 Gentle (recommended for age 9 months and
older)

Good Start 2 Protect Plus/Good Start 2 Protect (recommended for age 9 months and
older)

Good Start 2 Soy Plus/Good Start 2 Soy (recommended for age 9 months and older).

Guidelines for Transitioning Infants to Contract Brand Formula

Counseling must include information about changing the infant from the current formula
to the contract brand formula. The counseling guidelines for formula transition are as
follows: (handout available from Pamphlet Library)

What to do if My Baby’s Formula is Changed.
First Day: Offer infant % of current formula mixed with % of the
Challenge (new) formula (ie. 3 ounces current formula plus one ounce
of challenge formula).
Second Day: Offer infant %2 current formula and ¥z challenge formula.
Third Day : Offer infant ¥ current formula and % challenge formula.
Fourth Day: Offer infant challenge formula exclusively.

Challenge formula must be tried for 72 hours or 3 days exclusively following the
transition phase. Some exceptions are severe reactions such as rash, projectile
vomiting, a medically fragile infant or professional judgment.
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Challenge Guidelines

A. All infants who are not medically fragile must be provided Good Start

Gentle Formula Gentle Plus/Good Start Gentle. This is the contract brand
primary milk based standard formula and must be the first formula

tried. (See the definition of medically fragile in Issuance of Noncontract Standard
Formula).

B. The contract brand standard formulas that are appropriate to provide to Infants

during the first year of life are:

Good Start Gentle Plus/Good Start Gentle (primary formula) (orange can)
Good Start Protect Plus/Good Start Protect (green can)

Good Start Soy Plus/Good Start Soy (blue can)

Good Start 2 Gentle Plus/Good Start 2 Gentle (recommended for age

9 months and older)

Good Start 2 Protect Plus/Good Start 2 Protect (recommended for age

9 months and older)

Good Start 2 Soy Plus/Good Start 2 Soy (recommended for age 9 months
and older)

NI WNE

C. Infants who come to clinic on noncontract formula and are not medically.fragile must
be provided the Good Start Gentle Plus/Good Start Gentle using the following
challenge guidelines:

2.

Infants who come to clinic on one of the contract brand formulas, Good Start
Protect Plus/Good Start Protect, Good Start Soy Plus/Good Start Soy, must have
tried and encountered problems with Good Start Gentle Plus/Good Start Gentle
unless contraindicated. See First Trial. The patient then may try any of the
remaining contract brand products. See Second Trial.

First Trial: Good Start Gentle Plus/Good Start Gentle (orange can)

Second Trial: Any one of the remaining contract brand products:

Good Start Protect Plus/Good Start Protect (green can)

Good Start Soy Plus/Good Start Soy (blue can)

Good Start 2 Protect Plus/Good Start 2 Protect (recommended for age 9
months and older)

Good Start 2 Gentle Plus/Good Start 2 Gentle (recommended for age 9

months and older)

Good Start 2 Soy Plus/Good Start Soy (recommended for age age 9

months and older)

If requesting noncontract brand milk based formula (Similac Advance with Early
Shield, Enfamil Premium Infant, etc.), the patient must have tried the contract brand
iron-fortified formulas below, unless contraindicated and encountered problems:
First Trial: Good Start Gentle Plus/Good Start Gentle (orange can)

Second Trial: Good Start Protect Plus/Good Start Protect (green can).
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3.

If requesting noncontract soy based formula (Enfamil ProSobee or Similac

Soy Isomil, etc.), the patient must have tried the contract brand soy based
formulas below, unless contraindicated, and encountered problems:

First Trial: Good Start Soy Plus/Good Start Soy (blue can)

Second Trial: Good Start Protect Plus/Good Start Protect (if no milk allergies
exist) (green can).

If requesting milk based lactose free or lactose reduced formula (Similac
Sensitive, Enfamil Gentlease, etc.), the patient must have tried the
Contract brand formulas below, unless contraindicated, and encountered
problems:

First Trial: Good Start Soy Plus/Good Start Soy (blue can)

Second Trial: Good Start Protect Plus/Good Start Protect (green can).

If requesting a formula for management of reflux or
gastroesophageal Reflux (GER) or gastrophageal reflux disease
(GERD), no contract formulas are comparable and the noncontract
products may be provided with a valid WIC- 200. This includes
the following formulas: Enfamil AR, Similac Sensitive for Spit Up.

If requesting noncontract milk based products for 9 to12 months of age
(Enfagrow Premium Toddler, and Similac Go and Grow), the patient must
have tried the contract brand formulas below, unless contraindicated, and
encountered problems:

First Trial: Good Start 2 Gentle Plus/Good Start 2 Gentle

Second Trial: Good Start 2 Protect Plus/Good Start 2 Protect

If requesting soy based products for 9 to 12 months of age (Enfagrow Soy
Toddler and Similac Go and Grow — soy based), the patient must have

Tried the contract brand formulas below, unless contraindicated, and encountered
problems:

First Trial: Good Start 2 Soy Plus/Good Start 2 Soy

Second Trial: Good Start 2 Protect Plus/Good Start 2 Protect (if no milk
allergies exist).
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Bottle Nipples for Gerber Formulas

e The rate of nipple flow is important in how formula is handled by the infant.

e Gerber recommends a smaller nipple with a slower flow rate for their formulas. It is
advised to use a slow flow or tri flow (variable) nipple.

e The following chart provides a list of some examples of baby bottle nipples available at the
retail level. This information may be useful in your counseling the caregiver. The
Kentucky WIC Program is not endorsing any specific brand of baby bottle nipple.

EvenFlo Comf Gerber Nuk Orthodontic Medium
Slow Flow Flow Size 1
Custom Flo 0 month +
3-6 Months Ortho Fast Flow
Classic 6 months size 2
Gerber 3 hole design Avent 0 Months+ Medium Flow
Nuk Orthodontic Newborn 3 Months
Nipples
Medium Flow 3 Months + Fast Flow
Gerber Medium Flow Variable Flow 6 Months
Slow Flow

Issuance of Noncontract Infant Formula

A. Establish local agency policies and procedures for the review of requests for noncontract
standard formula.

B. If the infant is medically fragile (e.g., LBW, premature, infants released after long
hospitalization, heart problems, etc.), WIC will not require this infant to try contract brand
formula(s).

C. If the infant is not medically fragile, there must be supporting documentation concerning
the contract formulas tried and the problems encountered. The challenge guidelines must
be followed before approving the use of noncontract formula.

D. Itis required that the client be provided only 3 months of noncontract formula. The
challenge guidelines are not required for the medically fragile infant. At the end of 3
months, it is recommended that the challenge guidelines in Issuance of Contract Brand
Standard Formula be repeated. Professional judgment may be used in repeating the
challenge guidelines.

E. The following information must be on the medical documentation form prior to issuing
noncontract standard formula:
a. Formulas tried and problems encountered;
b. The diagnosis/diagnoses;
c. Specific name of the formula requested,;
d. Prescribed period of time; and
e. Signature of MD, DO, PA or ARNP.

F. WIC issuance shall not exceed 12 months or one (1) year. After issuance of 3 months of
noncontract formula, the patient’s status and continued need for the formula should be
assessed. This should be done during a routine nutrition education visit and documented

in the medical record.
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Issuance of Ready-To-Feed Formula

A. Ready-To-Feed formula can be provided when the health professional determines
and documents:

Restricted or unsanitary water supply;

Poor or no refrigeration;

Caretaker is unable to properly prepare formula;

Formula is only manufactured/available in the ready-to-feed form; or
Homelessness

B. If one of the above previous conditions does not exist, contact the State WIC Office.

C. If the health professional determines and documents the family is obtaining
drinkable water, provide powder or concentrate formula.

Issuance of Low Iron Formulas

All low iron formulas have been discontinued by the formula companies based upon the
American Academy of Pediatrics guidelines.
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Issuance of Exempt Infant Formulas & Medical Foods
(Infant Food Package llI)

A. Formulas allowed under Food Package Il for infants: All exempt formulas and
medical foods approved by local or state agency.

B. Infants may receive exempt infant formula (non standard formula) or medical foods
under Food Package Il if a medical documentation form or valid prescription is
received which indicates that the participant has a medical condition which precludes or
restricts the use of conventional foods and necessitates the use of a formula.

C. whose only condition is diagnosed formula intolerance, food allergy to sucrose, milk
protein, soy protein, lactose or any other nonspecific intolerance that can be managed
with a standard food package.

D. Issuance of Exempt infant formulas (non-standard formulas) and medical foods
requires a Certificate for Medical Necessity form (WIC — 200) and prior approval by the
designated local agency personnel who have been trained by the State WIC Office, OR
by the State WIC Office.

Certificate of Medical Necessity or prescription (medical documentation form or valid
prescription) which contains the following:
Diagnosis;
Name of formula requested;
Prescribed period of time the formula will be needed. (WIC issuance shall
not exceed 12 months or one (1) year for infants);
Other foods requested;
Special instructions; and
Signature of MD, DO, PA or ARNP
E. Foods allowed under Food Package Il for infants may include any or all of the selected
foods below at 6 months or older:
e infant cereal; and
¢ infant fruits and vegetables.
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POLICY STATEMENT CONCERNING
24 CALORIE PER OUNCE FORMULA
AND THE DILUTION OF STANDARD FORMULA

The commercially available 24 calorie formulas are: Similac Special Care 24 with iron,
Enfamil Premature 24 and Good Start Premature 24. See Requirements for Issuing
Formula and the Formula Package Codes by Company.

Twenty-four (24)Calorie Non-Commercial Formulas (These are not available for purchase
by the WIC Program).
1. Similac 24 and Similac Special Care 24 (low iron) are not commercially
available.
2. If a prescription is provided for either of these products, please contact the MD,
DO, PA or ARNP to determine if a WIC available formula is acceptable.
3. If so, obtain a new prescription.

When a prescription is received to mix 24 calorie formula from a 20 calorie product, review
the Requirements for Issuing Formulas in this section for diagnosis and information
required in the prescription.

1. The WIC Program will provide standard 20 calorie per ounce formula unless a
special formula or medical food with higher calories is warranted and
commercially available.

2. The health professional will instruct the parent/caregiver how to mix the 20 calorie
per ounce formula to a 24 calorie per ounce dilution by one of the following
guidelines.

3. The guidelines are:

Mix one 13 ounce can of concentrate with 9 ounces of sterilized water,

OR Mix 5 tablespoons of powder with 9 ounces of sterilized water.

a. Extra formula may be needed for these infants and children. Please contact
Medicaid if additional formula is needed. The Medicaid Program may provide
the extra formula with a physician’s order.

If a prescription requests that a formula be mixed to a dilution other than 20 or 24 calories

per ounce, the specific mixing instructions must be provided on the prescription by the MD,
DO, PA or ARNP.
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Children and Women Food Packages (Food Package Ill)
Issuance of Formula and Medical Foods:

. Formulas allowed under Food Package Il for women and children: All contract,
noncontract, exempt infant, exempt formulas and medical foods.

. Children and women may receive formula/medical foods under Food Package Il if a
medical documentation form or valid prescription is received which indicates that the
participant has a medical condition which precludes or restricts the use of conventional
foods and necessitates the use of a formula/medical food.

. The formula/medical food prescribed in Food Package Ill may not be authorized in the

following instances:

1. For women or children who have a food intolerance to milk protein or lactose that can
be successfully managed with the use of a standard food package.

2. For any participant solely for the purpose of enhancing nutrient intake or weight loss
management.

. Participants receiving Food Package Ill must have a Certificate of Medical Necessity (WIC-
300 or WIC-400) or prescription (medical documentation form or valid prescription) which
contains the following:

1. Diagnosis;
2. Name of formula requested,;
3. Prescribed period of time the formula will be needed (WIC issuance shall not

exceed six (6) months for women and children);
4. Other foods requested;
5. Special instructions; and
6 Signature of MD, DO, PA or ARNP.

. Foods allowed under Food Package Il for women and children may include
formula/medical food and any or all of the selected foods below:

Milk

Cheese, tofu or soymilk (as a substitute for milk)

Cereal

Juice

Eggs

Beans or peanut butter (beans and peanut butter for women who are: pregnant,
partially breastfeeding, pregnant with multiple fetuses, fully breastfeeding and
fully breastfeeding multiples

Whole grain/whole wheat bread or whole wheat/corn tortillas or brown rice
Fresh fruits and vegetables

Canned fish (fully breastfeeding woman)

OuhAWNE
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REQUIREMENTS FOR ISSUING INFANT FORMULA, EXEMPT INFANT FORMULA,
AND MEDICAL FOODS

1. Review all WIC Policies For Prescribing Food Packages for policies on issuing formula,
required information for Kentucky Food Request or out-of-state physician order or
prescription from out-of-state is provided on the preceding pages.

2. Ready-to-feed formula may only be provided due to: restricted or unsanitary water
supply, no refrigeration, the caretaker being unable to properly prepare formula, it is the
only form in which the formula is manufactured or homelessness.

3. Review Issuance of Infant Formula in WIC Policies For Prescribing Food Packages.

4. If a Kentucky Certificate for Medical Necessity or out-of-state physician’s
order/prescription is received for products not on the chart below, the formula
may be approved by the State WIC Office.

Kentucky

DIAGNOSIS Certificate for PRIOR

RS Required Medical Necessity | APPROVAL
Required

INFANT FORMULA - CONTRACT BRAND No No No
Good Start Gentle Plus/Good Start Gentle (primary
milk based formula)
Good Start Protect Plus/Good Start Protect
Good Start Soy Plus/Good Start Soy
Good Start 2 Gentle Plus*/Good Start 2 Genlte*
Good Start 2 Protect Plus*/Good Start 2 Protect*
Good Start 2 Soy Plus*/Good Start 2 Soy*
INFANT FORMULA — NONCONTRACT Yes — Diagnosis Yes Follow State
Enfamil AR WIC Office
Enfamil Gentlease Documentation must Required and Agency
Enfagrow Premium Toddler* include contract Information: Policies
Enfagrow Soy Toddler* formulas tried and 1-Name of formula
Enfamil Premium Infant problems encountered. requested
Enfamil ProSobee See WIC Palicies for 2-Prescribed period
Similac Advance Early Shield Prescribing Food of time
Similac Sensitive Isomil Soy/Similac Soy Isomil Packages for Issuance 3-Diagnosis
Similac Go and Grow Milk-Based* of Noncontract Standard
Similac Go and Grow Soy-Based* Formula.
Similac Sensitive (for Fussiness & Gas)
Similac Sensitive for Spit Up For Toddler formulas,

documentation must

contain other formulas

tried and problems

encountered.

See WIC Policies for

Prescribing Food

Packages.
EXEMPT INFANT FORMULAS and MEDICAL Yes — Diagnosis Yes Required No
FOODS Information:
Nutramigen 1-Name of formula
Nutramigen with Enflora LGG requested
Portagen (for women and children only) 2-Prescribed period
Pregestimil of time
Similac Expert Care Alimentum 3-Diagnosis

4-Additional foods
*Recommended at 9 months of age or older. Rev. 1/11
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REQUIREMENTS FOR ISSUING INFANT FORMULA, EXEMPT INFANT FORMULA

AND MEDICAL FOODS (continued)

Kentucky
Certificate
DIAGNOSIS . PRIOR
FORMULA Required for Med_lcal APPROVAL
Necessity
Required
EXEMPT FORMULA AND MEDICAL FOODS - LOCAL APPROVAL | Yes— Yes Yes
Boost Neocate Infant Diagnosis .
Boost Glucose Control Neocate Infant with DHA & Requweq Agency
Boost High Protein ARA Information: Per_sonnel
Boost Kid Essentials Immunity Neocate Junior flc;:\ln?lTae of :ﬁé'?rg?;eeg %é
Protection Neocate Junior/Prebiotics requested the State WIG
Boost Kid Essentials 1.0 CAL Nutren Junior 4 A )
Boost Kid Essentials 1.5 CAL Nutren Junior with Fiber 2-P_rescr|b_ed Office to .
Boost Kid Essentials 1.5 CAL with Osmolite 1 Cal pen_od of time approve special
Fiber PediaSure 3-D|agrj03|s formulas.
Boost Plus PediaSure with Fiber 4-Ac(ljd|t|0nal Local .
Bright Beginnings Soy Pediatric Drink| PediaSure 1.5 Cal Foods thO(f[a agencies
EleCare Pediasure 1.5 Cal with Fiber a a rz)?/(;ell;/rim
EleCare DHA & ARA Peptamen i
Elecare Vanilla (for children) Peptamen Junior Agency must
Enfamil EnfaCare Peptamen Junior with Fiber cgmplgte the
Enfamil Premature with Iron 20 Peptamen Junior with Prebio WIC STATE
Enfamil Premature with Iron 24 Sim. Expert Care NeoSure AGENCY
Ensure Similac PM 60/40 FORMULA/ME
Ensure Bone Health Similac Special Care 24 with DICAL FOODS
Ensure Plus iron Y VIV
Good Start Premature 24 with Iron Tolerex APPROVAL
Vital HN FORM (see
Vital Junior page 109) for
Vivonex Pediatric Sta_te wiC
Vivonex Plus Office approval.
Vivonex T.E.N.
Vivonex RTF
EXEMPT INFANT FORMULAS AND MEDICAL FOODS - STATE Yes — Yes Yes
APPROVAL Diagnosis
Any formulas not found in the above tables or formula used outside Required Complete the
the intended use (e.g., PediaSure for a 9 month old infant) See each Information: WIC STATE
formula type 1-Name of AGENCY
for additional formula FORMULA/ME
requirements. requested DICAL FOODS
2-Prescribed APPROVAL
period of time FORM (see
3-Diagnosis page 109) for
4-Additional State WIC
foods Office approval.
FOOD PACKAGE Il Yes — Yes Follow the
For infants, formulas may include: Diagnosis approval
Exempt Infant Formula Required process for
Exempt Infant Formulas and Medical Foods See each Information: each specific
(Local Approval) formula type 1-Name of type of formula.
Exempt Infant Formulas and Medical foods for additional formula
(State Agency Approval) requirements. requested

For women/children when a formula &/or other foods are needed.
Formulas may include the following:

Infant Formula - Contract

Infant Formula - Noncontract

Exempt Infant Formula

Exempt Infant Formulas and Medical Foods

(Local Approval)

Exempt Infant Formulas and Medical food

2-Prescribed
period of time
3-Diagnosis
4-Additional
foods
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Infant Formulas

The requirements for standard infant formulas are established by the American Academy
of Pediatrics (AAP) Committee on Nutrition. These requirements are monitored by the
Food and Drug Administration (FDA) as part of the Infant Formula Act of 1980, amended in
1986. Through this Act, the minimum level for 29 nutrients and the maximum level for 9
nutrients are established. The label must provide a declaration of the quantitative
information for each nutrient. Each manufacturer must also assure by analysis that the
declared level of each essential nutrient is in each batch of formula. “In general, the
concentrations of nutrients in formulas are higher than those in human milk to compensate
for the possible lower bioavailability.™

The minimum levels are defined for the following nutrients:

Fat
Protein
Vitamins

A, C, B12, Pantothenic Acid, D, B1 (thiamine), Niacin, Choline, E, B2 (riboflavin),
Folic Acid, Inositol, K, B6 (pyridoxine) and Biotin

Minerals
Calcium, Iron, Copper, Potassium, Phosphorus, lodine, Manganese, Chloride,

Magnesium, Zinc, Sodium, Selenium

The maximum levels are defined for the following nutrients:

Fat
Protein
Vitamins
A, D
Minerals
Iron, Potassium, lodine, Chloride, Sodium

1Pediatric Nutrition Handbook, 6™ Edition, American Academy of Pediatrics.
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Good Start Gentle Plus (Gerber) Contract Formula (Spring 2011 rename Good Start

Gentle)

Milk-based infant formula with DHA, ARA and prebiotics. 20 cal./fl. oz.

Packaging: Concentrate: 13 fl. oz. cans, 12 cans/case

Ready-To-Feed: 32 fl. oz. cans, 6 cans/case

Powder: 12 oz. cans, 6 cans/case (Spring 2011 12.7 oz. cans)

Composition: CHO: lactose, corn maltodextrin, Galacto-Oligosaccharides (GOS) PRO:
enzymatically hydrolyzed whey (cow’s milk), FAT: palm olein, soy, coconut and high
oleic safflower oils, C. Cohnii oil, M. Alpina oil.

Good Start Protect Plus (Gerber) Contract Formula (Spring 2011rename Good Start
Protect)

Milk-based infant formula with DHA, ARA, Nucleotides and Bifidus BL (healthy intestinal

tract bacteria). For use in healthy infants to improve immune system, aid in digestion of

lactose, and feeding problems related to milk sensitivity e.g., mild diarrhea, rash, spitting

up. 20 cal./fl. oz

Packaging: Powder: 12 oz. cans, 6 cans/case (Spring 2011 12.4 oz. cans)

Composition: CHO: lactose, corn maltodextrin, PRO: enzymatically hydrolyzed whey
(cow’s milk), FAT: palm olein, soy, coconut, and high oleic safflower oils, C. Cohnii
oil, M. Alpina oil.

Good Start Soy Plus (Gerber) Contract Formula (Spring 2011rename Good Start Soy)

Soy-Based infant formula with DHA & ARA. For milk protein allergy, lactose intolerance,
galactosemia, gluten sensitivity or for vegetarian families.
20 cal./fl. oz

Packaging: Concentrate: 13 fl. 0z. cans, 12 cans/case

Ready-To-Feed: 32 fl. oz. cans, 6 cans/case

Powder: 12.9 oz. cans, 6 cans/case

Composition: CHO: corn maltodextrin, sucrose, PRO: soy protein isolate, FAT: palm
olein, soy, coconut and high oleic safflower oils, C. Cohnii oil, M. Alpina oll.

Good Start 2 Gentle Plus (Gerber) Contract Formula (Spring 2011rename Good Start
2 Gentle)

Milk-based infant formula with DHA, ARA & prebiotics with higher levels of calcium. For
use in infants 9 months or older. 20 cal./fl. oz

Packaging: Powder: 24 oz. cans, 6 cans/case (Spring 2011 22 o0z. cans)

Composition: CHO: lactose, corn maltodextrin, Galacto-Oligosaccharides (GOS)
PRO: enzymatically hydrolyzed whey (cow’s milk) FAT: palm olein, soy, coconut,
high oleic safflower oils, C. Cohnii oil, M. Alpina oil.
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Good Start 2 Protect Plus (Gerber) Contract Formula (Spring 2011rename Good

Start 2 Protect)

Milk-based infant formula with DHA, ARA and Bifidus BL (healthy intestinal tract bacteria)
with higher levels of calcium. For infants 9 months or older.
20 cal./fl. oz

Packaging: Powder: 24 oz. cans, 6 cans/case (Spring 2011 22 oz. cans)

Composition: CHO: lactose, corn maltodextrin, PRO: enzymatically hydrolyzed whey
(cow’s milk), FAT: palm olein, soy, coconut, and high oleic safflower oils, C. Cohnii
oil, M. Alpina oil.

Good Start Soy 2 Plus (Gerber) Contract Formula (Spring 2011rename Good Start

2 Soy)

Soy-Based infant formula with DHA & ARA and higher levels of calcium. For use in infants
9 months or older with milk protein allergy, lactose intolerance, galactosemia, gluten
sensitivity or for vegetarian families. 20 cal./fl. oz

Packaging: Powder: 24 oz. powder, 6 cans/case (Spring 2011 22 oz. cans)

Composition: CHO: corn maltodextrin, sucrose, PRO: soy protein isolate, FAT: palm
olein, soy, coconut and high oleic safflower oils, C. Cohnii oil, M. Alpina oil.
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Enfamil AR (Mead Johnson) Noncontract
Milk-based, pre-thickened with added rice starch with DHA and ARA. For infants with
frequent spit up. Gluten Free. 20 cal./fl. oz
Note: Not recommended for preterm infants or patients with galactosemia.
Packaging: Ready-To-Feed: 32 oz. can, 6 cans/case, 2 fl. 0z bottles, 48 bottles/case
Powder: 12.9 oz. can, 6 cans/case

Composition: CHO: rice starch, lactose, maltodextrin, carrageenan, PRO: nonfat milk,
FAT: palm olein, soy, coconut and high oleic sunflower, C. Cohnii oil, M.
Alpina oil.

Enfamil Gentlease (Mead Johnson) Noncontract

Lactose reduced milk-based with DHA & ARA. Gluten Free. 20 cal./fl. oz

Note: Not recommended for patients with galactosemia.

Packaging: Powder: 12 oz. can, 6 cans/case

Composition: CHO: corn syrup solids, PRO: partially hydrolyzed nonfat milk and whey
protein concentrate solids, 60% Whey, (soy), FAT: palm olein, soy, coconut, high
oleic sunflower oils, M. Alpina oil.

Enfagrow Gentlease Toddler (Mead Johnson) Noncontract
Lactose reduced milk-based formula with DHA & ARA. For 10-36 months old
infants/toddlers.
Gluten Free. 20 cal./fl. oz
Note: Not recommended for patients with galactosemia.
Package: Powder: 24 oz. can, 4 cans/case
Composition: CHO: corn syrup solids, lactose, PRO partially hydrolyzed nonfat milk
and whey protein concentrate solids, 60% Whey,(soy) FAT: palm olein,
soy, coconut and high oleic sunflower, C. Cohnii oil, M. Alpina oil.

Enfamil Premium Infant (Mead Johnson) Noncontract
Milk based infant formula with DHA/ARA, nucleotides & prebiotics.
Gluten Free. 20 cal.f/fl. oz
Packaging: Concentrate: 13 fl. 0z. cans, 12 cans/case
Ready-To-Feed: 32fl. 0z./ 1 qt., 6 cans/case; 2 fl. 0z. cans
48 bottles/case
Powder: 12.5 oz. cans, 6 cans/case
Composition: CHO: lactose, carrageenan, Galacto-Oligosaccharides (GOS),
polydextrose PRO: intact milk protein (60:40 whey-to-casein ratio) FAT: palm
olein, soy, coconut, high oleic sunflower oils, C. Cohnii oil, M. Alpina oil.

Enfagrow Premium Toddler (Mead Johnson) Noncontract

Milk-based formula with DHA & ARA for 10-36 months old. Gluten & Sucrose Free.

20 cal./fl. oz

Packaging: Powder: 24 oz. can, 6 cans/case.

Composition: CHO: corn syrup solids, lactose, PRO: nonfat milk, FAT: palm olein, soy,
coconut and high oleic sunflower, C. Cohnii oil, M. Alpina oil.

Page 24
Revised March 2011



Enfamil Prosobee (Mead Johnson) Noncontract
Soy-based formula with DHA & ARA. For infants intolerant to milk protein, lactose
or sucrose, galactosemia, gluten sensitivity. Lactose Free, Galactose Free,
Sucrose Free, Gluten Free, & Milk Free. 20 cal./fl. oz
Packaging: Concentrate: 13 fl. oz. cans, 12 cans/case
Ready-To-Feed: 32 fl. oz. cans, 6 cans/case; 8 fl. 0z. cans in 4 packs,
4 packs/case; 2 fl. 0z. bottles, 48 bottles/case
Powder: 12.9 oz. cans, 6 cans/case
Composition: CHO: corn syrup solids, carrageenan, PRO: soy protein isolate, FAT: palm
olein, soy, coconut, and high oleic sunflower oils, C. Cohnii oil, M. Alpina
oil.Enfagrow Soy Toddler (Mead Johnson) Noncontract
Soy-based formula with DHA & ARA. For infants or toddlers 10-36 months of age
intolerant to milk protein, lactose or sucrose, patients with galactosemia or gluten
sensitivity. Lactose, Galactose & Sucrose Free, Gluten Free, & Milk Free. 20
cal./fl. oz
Packaging: Powder: 24 oz. can, 6 cans/case
Composition: CHO: corn syrup solids, PRO: soy protein isolate, FAT: palm olein, soy,
coconut and high oleic sunflower oils, C. Cohnii oil, M. Alpina oil.

Similac Advance Early Shield (Abbott) Noncontract
Milk-based infant formula with DHA & ARA, prebiotics, nucleotides and antioxidants.
20 cal./fl. oz
Packaging: Concentrate: 13 oz. bottles, 12 cans/case
Ready-To-Feed: 1 qt./32 fl. oz. bottles, 6 bottles/case; 2 oz. bottles in 6
pack, 48 bottles/case; 8 o0z. bottles in 6 pack, 48 bottles/case.
Powder: 12.4 oz cans, 6 cans/case
Composition: CHO: lactose, galacto-oligosaccharides (GOS), carageenan PRO:
nonfat milk, whey protein concentrate, FAT: high-oleic safflower, soy,
coconut, C. Cohnii oil and M. Alpina oil.

Similac Go and Grow Milk-Based (Abbott) Noncontract

Milk-based formula with DHA & ARA for 9-24 months old. 20 cal./fl. oz

Packaging: Powder: 22 oz. cans, 6 cans/case

Composition: CHO: lactose, PRO: nonfat milk, whey protein concentrate, FAT: high

oleic safflower, soy, coconut, C. Cohnii oil and M. Alpina oil.

Similac Go and Grow Soy-Based (Abbott) Noncontract
Soy-based formula with DHA & ARA for 9 to 24 months old. For infants intolerant to
milk protein and lactose or patients with Galactosemia. Lactose Free, Milk Free.
20 cal./fl. oz

Packaging: Powder: 22 oz. cans, 6 cans/case

Composition: CHO: corn syrup solids, sucrose, PRO: soy protein isolate, FAT: high oleic
safflower, coconut, soy, C. Cohnii oil and M. Alpina oll.
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Similac Sensitive (Abbott) Noncontract
Milk-based, lactose free infant formula with DHA/ARA, Nucleotides & Prebiotics.
For infants with lactose sensitivity. 20 cal./fl. oz
Note: Not for patients with galactosemia.
Packaging: Concentrate: 13 fl. oz. cans, 12 cans/case
Ready-To-Feed: 1 qt./32 fl. oz bottles, 6 bottles/case
Powder: 12.6 oz. cans, 6 cans/case
Composition: CHO: corn syrup, sucrose, carageenan, GOS PRO: milk protein isolate,
FAT: high oleic safflower, coconut and soy oils, C. Cohnii oil and M. Alpina oil.

Similac Sensitive Isomil Soy/ Similac Soy Isomil (Abbott) Noncontract
Soy-based infant formula with DHA & ARA, prebiotics, nucleotides and antioxidants. For
infants intolerant to milk protein or lactose; galactosemia .20 cal./fl. oz
Packaging: Concentrate: 13 oz. cans, 12 cans/case
Ready-To-Feed: 32 fl. 0z./1 qt. cans, 6 cans/case, 8 fl. 0z. cans,
4 six packs/case; 2 oz. bottles, 48 bottles/case
Powder: 12.4 oz. cans, 6 cans/case,
Composition: CHO: corn syrup solids, sucrose, Fructooligosaccharides (FOS) PRO: soy
isolate, FAT: high oleic safflower, soy, coconut, C. Cohnii oil and M. Alpina oil.

Similac Sensitive for Spit Up (Abbott) Noncontract

Milk-based infant formula pre-thickened with rice starch, DHA/ARA & nucleotides. For
healthy infants experiencing frequent spitting up. Lactose Free. 20 cal./fl. oz
Note: Not for patients with galactosemia.

Packaging: Ready-To-Feed: 32 oz. cans, 6 cans/case

Powder: 12.3 oz. cans, 6 cans/case

Composition: CHO: corn syrup solids, sucrose, rice starch, PRO: milk protein isolate,

FAT: high oleic safflower, coconut, soy, C. Cohnii oil and M. Alpina oll.
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Exempt Formula &
Medical Foods

For products marked State Approval, contact the State Agency for approval
prior to issuance.

*For products marked Local Approval, health professionals who have
completed the formula training may approve or staff may contact the State
Agency for approval prior to issuance.

Page 27
Revised March 2011



ACERFLEX (Nutricia) State Approval

Specialized amino acid medical food that is isoleucine-, leucine-, and valine-free
powdered medical food for the dietary management of Maple Syrup Urine
Disease (MSUD) in individuals over one year of age.

Use as an oral supplement. 395 cal/ 100 g powder 1:5 dilution 23 cal./oz., 1:4
dilution 30 cal./oz.

Packaging: Powder: 16 oz. (454 gm) can, 4 per case (pineapple)

Composition: CHO: corn syrup solids, sucrose PRO: L-amino acids, FAT: canola, high
oleic safflower and fractionated coconut oils.

BCAD 1 (Mead Johnson) State Approval

Medical food for the dietary management of Maple Syrup Urine Disease or other inborn
errors of branched chain amino acid metabolism in infants and toddlers. Gluten,
Lactose & Galactose Free. 500 cal/100 g powder 20 cal/fl. oz yields 113.5 fl.
oz, 30 cal/fl. oz yields 75.6 fl. oz.

Follow Physician instructions regarding amount of water and formula.

Packaging: Powder: 16 oz. cans, 6 cans/case (vanilla scent)

Composition: CHO: corn syrup solids, sucrose, modified cornstarch, PRO: L-amino
acids, FAT: palm olein, soy, coconut and high oleic sunflower oils

BCAD 2 (Mead Johnson) State Approval

Medical food for the dietary management of Maple Syrup Urine Disease or other inborn
errors of branched chain amino acid metabolism in children and adults. Gluten,
Lactose, & Galactose Free. 410 cal./100 g. powder 30 cal./fl. oz.
yields 62 fl. oz./can.

Follow Physician instructions regarding amount of water and formula.

Packaging: Powder: 16 0z. cans, 6 cans/case (vanilla)

Composition: CHO: corn syrup solids, sucrose, modified cornstarch, PRO: L-amino
acids, FAT: soy oll,

Boost (Nestlé) *Local Approval

Complete nutritional formula for supplemental or total nutritional needs. Kosher.
Gluten Free. Lactose Free. Low Residue. 30 cal./fl.oz
Note: Not For Parenteral Use or with Galactosemia.

Packaging: Ready-To-Feed: 8 fl. 0z. bottles, 24 /case (chocolate, strawberry, vanilla)

Composition: CHO: corn syrup solids, sucrose, carrageenan PRO: milk protein
concentrate, FAT: canola, high oleic sunflower and corn oils, soy lecithin.

Boost Glucose Control (Nestlé) *Local Approval

Complete nutritional drink for patients with Diabetes. Kosher. Gluten Free. Lactose
Free. Low Residue. (Fiber: 3.5 g./8 fl. 0z) 31 cal./fl.oz
Note: Not For Parenteral Use or with Galactosemia.

Packaging: Ready-To-Feed: 8.0 fl. oz. tetra brik pak, 27 cans/case (vanilla, chocolate).

