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Introductions
 

Cheryl Barrios M.S., R.D.
 
Program Evaluation and Policy Branch
 

Cheryl.Barrios@cdph.ca.gov
 

Subject: “Therapeutic Formula”
 

(916) 928-8579
 

mailto:Cheryl.Barrios@cdph.ca.gov
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Agenda
 

∗ WIC Federal Regulations pertaining to Therapeutic 
Formula 
∗ Medi-Cal Legislative Changes 
∗ Medi-Cal Plans 
∗ Medi-Cal Therapeutic Formula Policies 
∗ Examples of Medi-Cal Denials 
∗ Healthy Families Transition 



   
  

 
 

  

 
 

 

 


Objectives
 

∗ Staff will increase their understanding of  Medi-Cal 
Enteral Nutrition Product (Therapeutic Formula) 
policies and 

∗ Staff will better understand the Medi-Cal process for 

obtaining therapeutic formula 



  

 
 
 
 
 
 

  
 
 
 

 
 
 
        
 


 

 
 




Federal Regulations
 

∗ WIC is the payor of last resort
 

7CFR 246.10 (e)(3) 




  
 

  
  

   

     
 
       

 

   
 

 


 

Federal Regulations (cont.)
 

∗ WIC may issue therapeutic formula when: 

there is a documented qualifying condition for the 
formula; 

supported by medical documentation; and 

when formula is not provided by another provider
 

7CFR 246.10 (e)(3) 



 
   

     

                      
      

 

      

                                                       

 
 

  
 

  


 

 

Therapeutic Formula 
July 2012 – January 2013 

WIC Issuance 
Rates 

“Other Provider” 
Issuance Rates 

2.0% 1.2% 

CA WIC Therapeutic Formula (TF) Total Cost 

TF issued on FIs: $3,213,960 $4,742,664 
PediaSure issued on FIs : $1,528,704 

TF provided by State WIC $ 53,972 

Total $ 4,796,636 

Presenter
Presentation Notes
Notes:

Where do WIC participants obtain their therapeutic formula?

Data from July 2012 – January 2013 demonstrates that a total of 3.2% of WIC participants received therapeutic formula during this time; 2% of which were paid by WIC and 1.2% were paid by another provider, mainly Medi-Cal. 

During this time period, WIC spent almost 4.8 million dollars on therapeutic formula of which 1.5 million dollars was for Pediasure. 

Medi-Cal should be covering the majority of therapeutic formula.  Let’s take a look at Medi-Cal.



 

 
 

 

 
 


 

Medi-Cal
 

Fee-for-Service and Managed Care
 

Presenter
Presentation Notes
Notes:

Medi-Cal is California’s version of the federal Medicaid program.

Currently, Medi-Cal participants receive services either through Fee-for-Service or Managed Care Health Plans. There have been legislative changes that affect Medi-Cal’s health coverage.  This training will only review those changes that affect therapeutic formula.



  
 

  
 

  
 

   
    

   
       

 

 
 

	 

	 

	 

	 

Assembly Bill 97
 

∗	 Legislation changed how Medi-Cal does business: 

∗	 Increased documentation requirements from Providers 

∗	 Redefined/changed the formulary for Therapeutic Formula 

∗	 Enteral Nutrition products limited to tube feeding except 
Early Periodic Screening Diagnostic and Treatment (EPSDT) -
eligible beneficiaries – 
Full-scope Medi-Cal and birth to 21 years of age 

Presenter
Presentation Notes
Notes:

In 2011, Assembly Bill 97 (AB97) was passed to control Medi-Cal costs by creating more guidelines for issuance of enteral nutrition products.

These guidelines include increased documentation requirements and changed and/or defined some of the criteria pertaining to the approval of formula on the Medi-Cal Therapeutic Formula formulary. 

Additionally, Enteral Nutrition products are limited to those on tube feeding and for those eligible for the Early Periodic Screening Diagnostic and Treatment Program (EPSDT).  These individuals must also have full scope Medi-Cal and birth to 21 years of age.

This group generally includes WIC participants. 

Unfortunately, when this law was first in effect, pharmacies were misinterpreting this criteria and not approving formula for these participants.



 
  

 

   
  

  
 

 
  

 
 

    




 

 

 
 




 

 

Dept. Health Care Services/WIC 

Notification to Providers of changes
 

∗ From August–October 2011, Department of Health Care 
Services (DHCS) notified Medi-Cal Providers  

∗ In April 2012, WIC distributed a PWPC providing
 
information to Local Agencies regarding Medi-Cal 

policy changes
 

∗ In July 2012, Medi-Cal Managed Care (MMC) Division of 
DHCS issued Policy Letter 12-005 to all MMC Health 
Plans 

Presenter
Presentation Notes
Notes:

To implement and clarify the changes in AB 97,  the Department of Health Care Services (DHCS) notified Medi-Cal Providers via Medi-Cal website from August–October  2011, with three (3) separate bulletins.

In April 2012, WIC distributed a PWPC that provided information to Local Agencies regarding these same Medi-Cal policy changes.

In July 2012, the Medi-Cal Managed Care Division of DHCS issued Policy Letter 12-005 to all Medi-Cal Managed Care Health Plans to advise them of their contractual requirements for providing therapeutic formula. 

This policy letter supersedes all previous letters and may be shared with the Medi-Cal Managed Care Health Plans, Pharmacies, and participants in your area when there are questions on benefit coverage. 

Thus far, this training has covered background on the changes affecting formula coverage.  It will now shift to the Medi-Cal process for approving therapeutic formula.  

Participants are covered by either Fee-for-Service or Managed Care Medi-Cal.  This training will cover both, beginning with Fee-for-Service.



 
 

    
 

     
 

 
 

	 

	 

	 

Fee-for-Service
 

∗	 Fee-for-Service (FFS) 

∗	 Also referred to as “straight Medi-Cal” 

∗	 Participants may choose any pharmacy that accepts 
Medi-Cal Rx’s 

Presenter
Presentation Notes
Notes:
 
For those participants with Fee-for-Service, also referred to as “straight Medi-Cal”, they may choose any pharmacy that accepts Medi-Cal prescriptions including pharmacies such as Rite Aid, Walgreens, CVS, grocery store pharmacies, as well as numerous others.

In fact, there are over 60,000 pharmacies currently processing Medi-Cal prescriptions in CA.  If the current Fee-for-Service pharmacy participants are going to is not being very cooperative, participants should choose a different pharmacy.



 

  
 

  
  

 

  
  

 

 

 
 



 

 

 

 

FFS Therapeutic 

Formula Process
 

∗ Pharmacist ensures documentation is complete. 

∗ If additional information is needed, Pharmacist 
contacts participant’s (PPT’s) medical provider. 

∗ Pharmacist completes the Treatment Authorization 
Request (TAR) and submits it to Medi-Cal. 

Presenter
Presentation Notes
Notes:

Once participants submit the prescriptions to the pharmacist, the pharmacist ensures the documentation is complete.

If additional information is needed, the pharmacist contacts the participant’s medical provider.

The pharmacist then completes the Treatment Authorization Request (TAR) and submits it to Medi-Cal for approval of the formula.



   
  

 
   

  
 

      
   

   
     

 

 
 


 

 

	 
 

 

	 

FFS Pharmacy Process
 

∗ Pharmacist submits a TAR to Medi-Cal for authorization: 
two possible outcomes: 

1.	 It is approved and the pharmacy fills the Rx for the
 
therapeutic formula; or
 

2.	 It is denied by Medi-Cal and the pharmacy receives an 
Adjudication Notice with the reason for denial and notifies 
the participant.  The participant brings the denial and 
necessary documents to WIC for the therapeutic formula. 

Presenter
Presentation Notes
Notes:

When the pharmacist submits a TAR to Medi-Cal for authorization, there are two (2) possible outcomes.



    
    

 

    
  

 

    
 

   
 

 
  



 

 


 

 

 

FFS Therapeutic 

Formula Process
 

∗ A TAR is denied by Medi-Cal when the medical 

necessity criteria is not met for the formula.
 

∗ Participants can request the Pharmacist to appeal 
denied TARs. 

∗ The Pharmacist has 60 days from the date of the 
denial to submit the additional documentation to 
Medi-Cal for the formula. 

Presenter
Presentation Notes
Notes:

Most therapeutic formula should be covered by Medi-Cal.  If it is denied, it may be due to the formula request not meeting the medical necessity criteria. 

Participants have a right to request the pharmacist to appeal TARs denied by Medi-Cal.

The pharmacist has 60 days from the date of the denial to submit to Medi-Cal the additional documentation for the formula.



   
   

 
 




 

FFS Pharmacy 


∗ Pharmacist chooses not to submit a 
TAR to Medi-Cal for authorization 



  
 

     
 

    
    

    

    
 

	 

	 

	 

Medi-Cal Managed Care
 

∗	 Medi-Cal Managed Care (MMC) 

∗	 Most MMC Health Plans contract with Pharmacies 

∗	 The participant may contact their MMC provider to 
request a list of approved pharmacies 
Phone number on back of participant’s Medi-Cal card 



  
  

 
   

 
 

    
   

   
 

 

    
 

 

	 

	 

Medi-Cal Managed Care
 

∗ Participant submits prescription to pharmacy and it is 
either approved or denied. 

1.	 It is approved and the pharmacy fills the Rx for the 
therapeutic formula. 

2.	 It is denied and the participant receives a denial with 
the reason for the denial. The participant brings the 
denial and necessary documents to WIC for the 
therapeutic formula. 



 

 
  

  
 

    
   

 
 

   

  
 

 

 

 

MMC Ombudsman
 

∗ Help beneficiaries having problems contacting their 
plan, accessing services, or navigating the managed 
care system 

∗ Coordinate and process all State fair hearing requests 
submitted by beneficiaries enrolled in a managed care 
plan 

∗ Their toll free number is 1 (888) 452–8609 



  
 Medi-Cal Policies
 



 

 
 

  
 Where to find Medi-Cal Policies
 

http://www.cdph.ca.gov/programs/wicworks/Pages/WICInf 
antFormula-TherapeuticFormula.aspx 

http://www.cdph.ca.gov/programs/wicworks/Pages/WICInfantFormula-TherapeuticFormula.aspx
http://www.cdph.ca.gov/programs/wicworks/Pages/WICInfantFormula-TherapeuticFormula.aspx
http://www.cdph.ca.gov/programs/wicworks/Pages/WICInfantFormula-TherapeuticFormula.aspx
http://www.cdph.ca.gov/programs/wicworks/Pages/WICInfantFormula-TherapeuticFormula.aspx
http://www.cdph.ca.gov/programs/wicworks/Pages/WICInfantFormula-TherapeuticFormula.aspx
http://www.cdph.ca.gov/programs/wicworks/Pages/WICInfantFormula-TherapeuticFormula.aspx


  
 Where to find Medi-Cal Policies
 





  
  

 

    
    

     
  

 
 

   
 

 

 

Medi-Cal Policies: Overview
 

∗ MMC Health Plan benefits shall be at least equivalent 
to those of FFS benefits. 

∗ A licensed prescriber within the scope of his or her 
practice must write the Rx for therapeutic formula, 
other forms are not accepted. 
 Pediatric Referral Form is not a legal Rx and Pharmacies 

will not accept them. 



   
    

  
  

   
   

     
     

    
      

 
 

   
 

 




 

Medi-Cal Policies: Overview
 

∗ Documentation Requirements: Infants 
 Diagnosis as documented in the medical record by the 


licensed prescriber;
 
 Copy of medical record; 
 Duration of time needed for the formula; 
 Birth weight, current weight & length 
 Number of weeks premature (if it applies) with corrected age 
 Maximum age 9 months, plus 29 days at time of authorization 
 Biochemical, clinical and/or dietary indicators, and 
 Daily caloric requirement calculated for 31 days 



   

    
  

  
   

   
     

   
      

 
 

   
 

 




 

Medi-Cal Policies: Overview
 

∗ Documentation Requirements: Children 

 Diagnosis as documented in the medical record by the 

licensed prescriber;
 

 Copy of medical record; 
 Duration of time needed for the formula; 
 Current weight & height 
 Number of weeks premature (if it applies) with corrected age 
 Biochemical, clinical and/or dietary indicators, and 
 Daily caloric requirement calculated for 31 days 



  
  


 

 

Enteral Nutrition Products:
 
Specialty Infant
 



Presenter
Presentation Notes
Notes:

Here is the first page of the Specialty Infant Section.

Note that this section covers formula needed for:
Prematurity
Low birth weight
Cow’s milk protein allergy
Fat malabsorption
Renal disorders
Chylothorax or long-chain 3-hydroxyacyl-Coa dehydrogenase deficiency (LCHAD)

Specialty infant formula in this section may be oral for tube fed.  EPSDT are exempt from the Welfare and Institutions Code, Section 14132 (ab) tube feeding limitation.  You may recall from earlier in this training that the majority of the WIC population fall under EPSDT.



Presenter
Presentation Notes
Notes:

Page 2 of the Specialty Infant Section contains the medical criteria: 

This section further clarifies that in addition to the prescription requirement, medical criteria and documentation requirements listed in the Overview Section of this manual, the following criteria must be met and documented clearly or attached to the authorization request for specialty infant formula.

Product use is limited to birth through age 12 months; however, the formula may be extended with the required documentation from the medical provider.

Corrected age (CA) is used when the baby is born prior to 37 weeks. 

Maximum age at authorization is 9 months 29 days; with 2 month issuance
What this means is, the infant needs to needs to be at 9 months 29 days or younger at the time of formula authorization by Medi-Cal.  Medi-Cal will issue 2 months which will take them to 1 year of age.

Formula quantities based on sole source of nutrition, are approved for infants up to 6 months of age.  If the infant is not making expected progress to solid foods, this may be extended with additional medical documentation.



Presenter
Presentation Notes
Notes:

Page 3 of the Specialty Infant Section provides the Product Type Criteria:

Specialty infant enteral nutrition products are grouped by the product types listed below which are based on the manufacturer indications for use, age or corrected age of beneficiary, related caloric needs and accepted standards of practice.

For each of the following product types, additional criteria outlined in this section must also be met to receive authorization.

Specialty Infant Enteral Nutrition Product Types
Premature and Low Birth Weight products
Extensively Hydrolyzed Products
100% Amino Acid-Based Products
Fat Malabsorption Products
Renal Products
Chylothorax or Long-chain 3-hydroxyacyl-CoA dehydrogenase deficiency (LCHAD deficiency)
 
This training will cover the Premature and Low Birth Weight Products and the Extensively Hydrolyzed Products since these formulas are provided on the FIs.



Presenter
Presentation Notes
Notes:

Here is the Beneficiary and product limitations table for
Premature and Low Birth Weight Products:  
Similac, Expert Care, Neosure and EnfaCare are included here.

Take a look at the Limitations:   
Premature and low birth weight products are limited to those:
Born prior to 37 weeks gestation, or
Birth weight < 3500 gm, 
And must be accompanied by documentation of the following:
Weeks gestation
Current age
Birth weight
Current weight

Additionally, for the 24 or 30 calorie/oz. products, there is a one month maximum issuance per authorization and re-authorization.



Presenter
Presentation Notes
Notes:

Here are the Extensively Hydrolyzed Products that are hypo-allergenic, semi-elemental, of which Similac Expert Care Alimentum and Nutramigen Concentrate are issued on food instruments.
Similac Expert Care Alimentum              
Nutramigen Powder, or liquid concentrate  
Nutramigen enflora-LGG powder

Beneficiaries are limited to:
Cow’s milk protein allergy or
Breast milk or infant formula intolerance 
All of these must be documented in the infant’s medical record and provided with each request for authorization & re-authorization

With the Nutramigen with Enflora LGG, there are more conditions that must be met prior to approval.  
Infant must not have an immune function disorder, and
Infant must have a current body weight of >3500 grams,  and 
Documented intolerance to the following comparable products without probiotic: 
Similac Expert Care Alimentum and Nutramigen.

Lastly, look to the right of this slide and note that:
Medi-Cal further requires powdered form unless the conditions below are met for infants.  [read slide]  
Now, that this training has covered the Medi-Cal policies for infant therapeutic formula, let’s briefly discuss their formulary.




  
 

    
 

  
 

 

   
 

	 

	 

	 

Medi-Cal Policies: Formularies
 

∗	 Formulary for Therapeutic Formula 

∗	 Prescribed formula must be included in the formulary 

∗	 MMC formularies may differ depending on the health 
plan 

Presenter
Presentation Notes
Notes:

Medi-Cal has a formulary of products.  The prescribed formula must be included in the formulary.

Medi-Cal Managed Care formularies may differ depending on the health plan.

If you know the health plans that your participants are enrolled in, you may want to request the formularies so that you are aware of the formulas that are covered by that health plan.  

If the formula is not on the formulary and there is a comparable product, you may want to communicate this information to the provider so they can keep this in mind for future prescriptions.



 
 Medi-Cal Denials
 

Presenter
Presentation Notes
Notes:

Now that this training has covered an overview of the Medi-Cal policies, we will review denials that local agency staff may receive.  



Presenter
Presentation Notes
Notes:

This is an example of a Fee-for-Service denial.  You can tell this is a Fee for-Service denial in response to a TAR sent to Medi-Cal because it states, “Adjudication Response” at the top.

The comments section is where Medi-Cal states the reason for the denial.  

In this example, the formula was denied because the prescription amount was over the maximum for the age as allowed by Medi-Cal.  The participant should contact their medical provider and ask them to resubmit a new prescription with the appropriate amount allowed by Medi-Cal.  

While the participant is waiting for a response from Medi-Cal on the new prescription, WIC may provide the formula. 



Presenter
Presentation Notes
Notes:

Here is another example of a Fee-for-Service Denial. 

In the comments section, you can see that the medical provider used the incorrect method of calculating the amount of formula needed per month as noted by the pharmacist. 

In this case, the pharmacy, A-Med, faxed the denial to the WIC agency.

The RD contacted the participant’s medical provider and discussed with them the reason for the denial.  She sent the pediatrician a copy of the Medi-Cal adjudication (denial) AND the Medi-Cal policy section regarding formula amounts.

The doctor then resubmitted the prescription to the pharmacy, which resulted in the participant receiving the formula from Medi-Cal. 



Presenter
Presentation Notes
Notes:

This is an example of a Medi-Cal Managed Care denial from Molina Medi-Cal Managed Care Health Plan.  This denial contains 3 pages which will be covered over the next few slides.  

The top part of the denial shows Cal Care IPA.  This is a pharmacy contracted by Molina to provide pharmacy services. 
 
The reason for the denial can be found under Denial Notification.  In this case, the reason for the denial was the formula was not medically necessary.



Presenter
Presentation Notes
Notes:

On the second page of the denial, the comments state:   This referral has been reviewed and denied by a physician and that a physician reviewer is available for discussion.

In this case, they provided the portion of the policy which they based their decision and attached it to the denial. 



Presenter
Presentation Notes
Notes:

This slide provides an excerpt from the policy they sent to the participant.  The authority to deny this formula is “Pursuant to Welfare & Institutions (W&I) code, Section 14132, coverage is limited to products administered through a feeding tube (patients under Early Periodic Screening, Diagnosis, and Treatment Program (EPSDT) are exempt).” 

EPSDT is a Medi-Cal benefit for individuals under the age of 21 who have full-scope Medi-Cal eligibility.  This benefit allows for periodic screenings to determine health care needs. Based upon the identified health care need, diagnostic and treatment services are provided.

This reason provided for the denial is incorrect since the WIC participant is under the EPSDT program and is exempt from the limitation that products have to be administered through a feeding tube.  

In this case, the local agency discussed this with the participant’s parent and referred them to the Ombudsman to appeal the decision.  The denial was faxed to the State and WIC issued the formula to the participant. 



   
 

 
 

 
  

 
 

 


 

 
 

Medi-Cal Denials
 

∗ Please fax all denials to the SECURE State fax at the 
following number: 

(916) 440-5581
 

∗ Please do not black out any participant information
 

Presenter
Presentation Notes
Notes:

Please fax all Medi-Cal denials along with the participant’s signed consent form to the State regardless if it’s formula issued on food instruments (FIs) or provided by the State.  

The fax number is (916) 440-5581. 

As denials are received, the State tracks trends of inappropriate denials and notifies State Medi-Cal. 

Please do not black out any participant information because Medi-Cal needs the participant information to take the appropriate action.



    
  


 

 

Healthy Families Transition and
 
Effect on Therapeutic Formula
 

Presenter
Presentation Notes
Notes:

Healthy Family participants are currently transitioning to Medi-Cal. 

Once they are on Medi-Cal, therapeutic formula is a covered benefit.  For those participants that bring in a new prescription, please have them go through their Medi-Cal provider for therapeutic formula.



 
 Questions
 

Presenter
Presentation Notes
Notes:

This webinar has covered the following topics:

WIC Federal Regulations pertaining to therapeutic formula
Medi-Cal legislative changes
Medi-Cal Plans
Medi-Cal therapeutic formula policies
Examples of Medi-Cal denial
Healthy Families transition



 
 

  

   
 


 


 

Email questions to:
 

Cheryl.barrios@cdph.ca.gov
 

Subject:  “Therapeutic Formula”
 

Presenter
Presentation Notes
Notes:

Thank you for attending this training.  

If you have additional questions you’d like to ask, please email them to the
MD-WIC@cdph.ca.gov.   Please add in the subject line “therapeutic formula.”  


mailto:Cheryl.barrios@cdph.ca.gov
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