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Administrative Policy Statements prepared by CSMG Co. and its affiliates (including CareSource) are derived from literature 
based on and supported by clinical guidelines, nationally recognized utilization and technology assessment guidelines, other 
medical management industry standards, and published MCO clinical policy guidelines.  Medically Necessary Services are 
based upon generally accepted medical practices in light of Conditions at the time of treatment. Medically Necessary Services 
are those that are: 
i. Required to correct or ameliorate a defect, physical or mental illness, or a Condition 
ii. Appropriate and consistent with the diagnosis and the omission of which could adversely affect the eligible Member’s 

medical Condition 
iii. Compatible with the standards of acceptable medical practice 
iv. Provided in a safe, appropriate, and cost-effective setting given the nature of the diagnosis and the severity of the 

symptoms 
v. Not provided solely for the convenience of the Member or the convenience of the Health Provider 
vi. Not primarily custodial care unless custodial care is a Covered Service or benefit under the Member’s evidence of 

coverage 
Provided when there is no other effective and more conservative or substantially less costly treatment, service and 
setting available 

Medically necessary services for Mental Health or Substance Abuse Disorder include a service or product addressing the 
specific needs of that patient for the purpose of screening, preventing, diagnosing, managing or treating an illness, injury, 
condition, or its symptoms, including minimizing the progression of an illness, injury, condition, or its symptoms, in a manner that 
is in accordance with the generally accepted standards of mental health or substance use disorder care, clinically appropriate in 
terms of type, frequency, extent, site, and duration, and not primarily for the economic benefit of the insurer, purchaser, or for the 
convenience of the patient, treating physician, or other health care provider.  Medically necessary services also include those 
services defined in any Evidence of Coverage documents, Medical Policy Statements, Provider Manuals, Member Handbooks, 
and/or other policies and procedures.   
  
Administrative Policy Statements prepared by CSMG Co. and its affiliates (including CareSource) do not ensure an authorization 
or payment of services.  Please refer to the plan contract (often referred to as the Evidence of Coverage) for the service(s) 
referenced in the Administrative Policy Statement.  If there is a conflict between the Administrative Policy Statement and the plan 
contract (i.e., Evidence of Coverage), then the plan contract (i.e., Evidence of Coverage) will be the controlling document used to 
make the determination. 
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A. Subject 
CareSource uses a formulary medication list that is established, reviewed and approved by the 
CareSource Pharmacy and Therapeutics (P&T) Committee and the regulatory bodies in each 
state in which CareSource functions. The formulary is reviewed routinely, and medication can be 
removed from the formulary list when the brand name becomes generically available or when it is 
no longer cost-ef fective compared to other existing or newer products.  

 
For new drugs or new indications for drugs, the P&T Committee generally reviews for formulary 
status decision after 180 days from market release. CareSource will follow the guidance of  the 
state Medicaid programs in the states that it services to enforce clinically appropriate lower cost 
agents as f irst line therapy for our formulary agents. 

B. Background 
The intent of CareSource Pharmacy Policy Statements is to encourage appropriate selection of  
members for therapy according to product labeling, clinical guidelines, and/or clinical studies as 
well as to encourage use of formulary agents. The CareSource Pharmacy Policy Statement is a 
guideline for determining health care coverage for our members with benef it plans covering 
prescription drugs. Pharmacy Policy Statements are written on selected prescription drugs 
requiring prior authorization or step therapy. The Pharmacy Policy Statement is used as a tool to 
be interpreted in conjunction with the member's specif ic benef it plan.  
 
NOTE: The Introduction section is for your general knowledge and is not to be construed as 
policy coverage criteria. The rest of the policy uses specific words and concepts familiar to 
medical professionals and is intended for providers. A provider can be a person, such as a 
doctor, nurse, psychologist, or dentist. A provider can also be a place where medical care is 
given, like a hospital, clinic or lab. This policy informs providers about when a service may be 
covered. 

C. Definitions  
• Clinical Judgment: decisions made within the scope of  the expertise of  a pharmacist 

following the review of subjective and objective medical data for a member. A pharmacist can 
use Clinical Judgment for a benef it determination for an exception request for a Non-
Preferred Drug. If  the request is outside the scope of  a pharmacist’s expertise, a benef it 
determination will be made in collaboration with a medical director. 

• Drug: a medication or substance which induces a physiologic effect on the body of a member 
(i.e., medication, agent, drug therapy, treatment, product, biosimilar drugs, etc.). 

• Preferred Drug List: a list of prescription drugs which includes a group of  selected generic 
and brand-name drugs which are covered by CareSource. 

• Medically Necessary Services (includes concepts of Medically Necessary and Medical 
Necessity): Based upon generally accepted medical practices in light of  Conditions at the 
time of  treatment, Medically Necessary Services are those that are: 

i. Required to correct or ameliorate a defect, physical or mental illness, or a Condition 
ii. Appropriate and consistent with the diagnosis and the omission of  which could 

adversely af fect the eligible Member’s medical Condition 
iii. Compatible with the standards of  acceptable medical practice 
iv. Provided in a safe, appropriate, and cost-ef fective setting given the nature of  the 

diagnosis and the severity of  the symptoms 
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v. Not provided solely for the convenience of  the Member or the convenience of  the 
Health Provider 

vi. Not primarily custodial care unless custodial care is a Covered Service or benef it 
under the Member’s evidence of  coverage 

vii. Provided when there is no other effective and more conservative or substantially less 
costly treatment, service and setting available 

• Medically Necessary Services (Mental Health or Substance Use Disorder): The 
treatment of a mental health or substance use disorder, service or product addressing the 
specific needs of that patient for the purpose of screening, preventing, diagnosing, managing 
or treating an illness, injury, condition, or its symptoms, including minimizing the progression 
of  an illness, injury, condition, or its symptoms, in a manner that is: 

i. In accordance with the generally accepted standards of mental health or substance 
use disorder care; 

ii. Clinically appropriate in terms of  type, f requency, extent, site, and duration; and 
iii. Not primarily for the economic benef it of  the insurer, purchaser, or for the 

convenience of  the patient, treating physician, or other health care provider.    
• Non-Preferred Drug: a drug not on the Preferred Drug List. 
• Prior Authorization: Requirement for medical necessity review for a Preferred drug that may 

not be clinically appropriate for all members or may be associated with risk to the member if  
used inappropriately. A provider will be required to submit additional clinical information to 
CareSource for review and approval prior to the drug being available to the member. 

• Quantity Limit or Dosage Limit: Limits that may restrict the amount dispensed per 
prescription order, ref ill, time period, total quantity or total dose. 

• Specialty Drug: A drug which treats complex diseases and/or requires special handling or 
distribution and is usually high cost. Many of these drugs require prior authorization and may 
be dispensed at limited locations.  

• Step Therapy: A member may need to use a medication or a series of  medications before 
the requested medication. 

• Utilization Management: Use of  Prior Authorization, Quantity or Dose Limits, or Step 
Therapy to ensure that coverage of a medication is consistent with Medical Necessity, clinical 
best practice, and cost-ef fective care 

• Therapeutic Duplication: Concurrent use of two medications that share the same drug class 
or indication or the concurrent use of the same medication in a different dose or dosage form. 

D. Policy 
CareSource will approve the use of  non-preferred medications and consider their use as 
medically necessary when the following criteria have been met for situations as listed below. This 
policy will not supersede drug-specific criteria developed and approved by the CareSource P&T 
Committee nor drug or therapeutic category benef it exclusions. Prior authorization requests 
should be submitted for each non-preferred medication with chart notes and documentation 
supporting medical necessity. 

Initial Criteria: 

I. A Preferred drug that is subject to a Prior Authorization will be denied at the point of  
purchase unless CareSource receives a request for medical necessity for coverage. 
Requests for medical necessity for preferred drugs that are subject to a Prior 
Authorization will be reviewed against drug-specific criteria that has been developed and 
approved by the P&T Committee.  
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a. Prior Authorization requests should be submitted for each Preferred drug that is 
subject to a Prior Authorization with chart notes and member-specif ic 
documentation which supports medical necessity. 

b. Prior Authorization requests can be submitted via fax, phone, or mail or 
electronically. 

II. A Preferred drug that is subject to Step Therapy will be denied at the point of  purchase 
unless the member has previously had a paid claim for the prerequisite drug(s) required 
by the Step Therapy criteria or CareSource receives and approves Prior Authorization 
request. An prior authorization request will be approved in the following cases: 

a. The member has previously used the prerequisite drug(s) or a drug in the same 
therapeutic class or with the same mechanism of  action as the prerequisite 
drug(s) but discontinued the drug due to lack of  ef f icacy, diminished ef fect, or 
adverse event based on submitted documentation and medical history. (If  the 
member does not have previous paid claims for the prerequisite or related 
drug(s), documentation of  the previous trials will be required for an exception 
request to be approved.) OR 

b. The member is currently using and is stable on the requested drug and is 
expected to experience adverse outcomes (e.g. worsening of  a comorbid 
condition, decreased ability to achieve or maintain reasonable functional ability in 
performing daily activities, etc.) as a result of  switching drug therapy based on 
submitted documentation and medical history, OR 

c. The member has an allergy or intolerance to one or more of  the prerequisite 
drug(s) required by the Step Therapy criteria based on submitted documentation 
and medical history, OR 

d. The prerequisite drug(s) required by the Step Therapy criteria is/are expected to 
cause an adverse effect based on submitted documentation and medical history, 
OR 

e. The prerequisite drug(s) required by the Step Therapy criteria is/are expected to 
be inef fective or less ef fective for the member based on submitted 
documentation and medical history, OR 

f. The prerequisite drug(s) required by the Step Therapy criteria is/are expected to 
cause a significant barrier to the member’s adherence or compliance with the 
plan of  care based on submitted documentation and medical history. 

III.  A Preferred drug that that is subject to Quantity or Dose Limits will be denied at the point 
of  service for any claim that exceeds these limits unless CareSource receives and 
approves a Prior Authorization request. A Prior Authorization request will be approved in 
the following cases: 

a. The requested quantity or dose of  the drug does not exceed the maximum 
recommended dose approved by the FDA and is medically necessary based on 
submitted documentation and medical history AND The requested quantity or 
dose of the drug does not exceed the limits as covered by the plan or applicable 
State and Federal laws 
OR 

b. The provider has submitted clinical documentation supporting the use of  an of f  
label quantity or dose in accordance with the CareSource Medical Necessity – 
Of f  Label Policy, and the requested quantity or dose of  the drug is medically 
necessary based on submitted documentation and medical history 

IV. A Preferred or Non-Preferred drug used concurrently with a medication that shares the 
same drug class or indication, or with the same medication in a different dose or dosage 
form, may be denied at point of  sale or upon prior authorization review. A prior 
authorization request will be approved if  the previous duplicate medication will be 
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discontinued, cross-tapered, or there is a valid medical reason for both medications to be 
utilized simultaneously, which is supported by compendia. 

V. CareSource will approve the use of non-preferred drugs (i.e. drugs that are not on the 
Preferred Drug List) when the criteria below have been met. This policy will not 
supersede drug-specific criteria developed and approved by the P&T Committee nor drug 
or therapeutic category benefit exclusions. Non-Preferred requests should be submitted 
for each non-preferred medication and should include chart notes and documentation. 
Use of  non-preferred drugs will be approved when the following criteria are met: 

a. In accordance with the drug’s package insert, the requested medication meets 
ALL of  the following: 

i. FDA-approved indication and age; 
ii. FDA-approved dosage; 
iii. Member does not have any contraindication; AND 

b. Chart notes along with any relevant screening results are provided to confirm the 
diagnosis; AND 

c. The requested medication is being prescribed by or in consultation with an 
appropriate specialist, when applicable (e.g., a preferred product from the same 
class requires a specialist in its prior authorization criteria, or the indication is a 
complex/rare disease state likely to require experience managing the specific 
diagnosis); AND 

d. Documentation has been provided supporting one of  the following: 
i. Adequate trial and failure or intolerance of ALL preferred alternatives in 

the same drug class that can be used for the same diagnosis (start/end 
dates must be provided or if member was a Caresource member during 
trial, must have paid claims in history); OR 

ii. If  there is no alternative in the same drug class, must have adequate trial 
and failure or intolerance of TWO preferred alternatives, if available, that 
can be used for the requested indication according to clinical guidelines 
or standard of care (start/end dates must be provided or if member was a 
Caresource member during trial, must have paid claims in history); OR 

iii. Member has contraindication to ALL other preferred medications based 
on the member’s diagnosis, medical conditions, or other medication 
therapies; OR 

iv. There are no other medications available on the preferred to treat 
member’s condition (e.g., orphan drug); AND 

e. If  the requested medication is a combination product, the member has also tried 
a 90-day trial of the active ingredients separately taken at the same time AND a 
clinical reason supported by chart notes why the separate agents cannot be used 
(request for the purpose of convenience does not meet medical necessity); AND 

f. If  the requested medication is a long-acting product, the member has also tried a 
90-day trial of  a short-acting product AND/OR have a clinical reason why the 
short-acting product cannot be used. 

Initial approval is limited to the length of  request but no more than 6 months. 

Renewal Criteria: 

I. Chart notes have been provided showing the member has had a positive response to 
therapy; AND 

II. The requested use and dosage remain consistent with FDA-approved prescribing 
information in the drug package insert. 

Renewal approval is limited to the length of  request but no more than 12 months. 
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Notes: 
 

• Adequate trial is defined as a stable dose for up to 90 days or a duration specif ied in 
treatment guidelines or package insert as a suff icient duration to observe benef it f rom 
treatment. The pharmacist reviewer may also use clinical judgement to determine a 
suf f icient duration of  treatment. 

• The member’s medication trials and adherence are determined by review of  pharmacy 
claim data over preceding 12 months or as reported in chart notes. Additional information 
may be requested on a case-by-case basis to complete the clinical review.  

• All other uses of Non-Preferred medications are considered experimental/investigational; 
therefore, will follow CareSource’s Medical Necessity – Of f  Label policy.  

• Any request for a non-preferred branded medication when a generic is available must 
follow CareSource’s Medical Necessity for Multi-Source Brands policy. 

• Requests for members less than 21 years old are reviewed for coverage for Early and 
Periodic Screening, Diagnosis, and Treatment (ESPDT) on a case-by-case basis in 
addition to the criteria above. 

E. Conditions of Coverage 
As above. 

F. Related Policies/Rules 
Medical Necessity for Multi-Source Brands 

Medical Necessity – Of f  Label 

G. Review/Revision History  
 DATES ACTION 

Date Issued 12/06/2013  
Date Revised 08/01/2020 Policy copied to a new template. The diagnostic 

requirement and drug trial requirement revised. Added 
durations for initial authorization and reauthorization. 
Added reauthorization criteria.  

 11/08/2022 Section D part III: Added complex/rare disease states. 
Changed renewal duration from up to 6 months to up to 
12 months.  

 2/24/2023 Added note on EPSDT 
 5/21/2024 Annual review, no updates 
 12/17/2024 Added I-IV to address requests for preferred 

medications and updated policy name to Medical 
Necessity for Preferred and Non-Preferred Medications 

 2/10/2026 Added def inition and section on duplicate therapy. 
Update reference to DAW policy to Multi-Source Brands 
policy. Updated medical necessity definition to align with 
O.C.G.A. 33-21A-13. Updated language to refer to 
“preferred” instead of  “formulary.” 

Date Effective TBD  
Date Archived   
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H. References 
1. Def initions for Formulary, Non-Formulary, Medical Necessity, Preventive Drug: 

Healthcare.gov. 
2. Def initions for Administrative Review or Clinical Judgement: Ombudsman 

Saskatchewan, Canada; “Administrative versus Clinical Decisions” January 2016. 
3. 2026 NCQA Standards and Guidelines for the Accreditation of  Health Plans. 
4. Of f icial Code of  Georgia Annotated. § 33-21A-13. 

This guideline contains custom content that has been modified from the standard care guidelines and has 
not been reviewed or approved by MCG Health, LLC. 

The Administrative Policy Statement detailed above has received due consideration as defined in 
the Administrative Policy Statement Policy and is approved. 
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