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A. Subject 

Standard Medical Billing Guidance 

B. Background 

Reimbursement policies are designed to assist you when submitting claims to 

CareSource. They are routinely updated to promote accurate coding and policy 

clarification. These proprietary policies are not a guarantee of payment.  Reimbursement 

for claims may be subject to limitations and/or qualifications. Reimbursement will be 

established based upon a review of the actual services provided to a member and will be 

determined when the claim is received for processing. Health care providers and their 

office staff are encouraged to use self-service channels to verify member’s eligibility. 

 

It is the responsibility of the submitting provider to submit the most accurate and 

appropriate CPT/HCPCS/ICD-10 code(s) for the product or service that is being 

provided.  The inclusion of a code in this policy does not imply any right to 

reimbursement or guarantee claims payment.   

 

This reimbursement policy applies to all health care services reported using the 

CMS1500 Health Insurance Professional Claim Form (a/k/a HCFA), the CMS 1450 

Health Insurance Institutional Claim Form (a/k/a UB04) or its electronic equivalent or any 

successor form. This policy applies to all products, all network and non-network 

physicians and other qualified health care professionals, including, but not limited to, 

non-network authorized and percent of charge contract physicians and other qualified 

health care professionals.  Additionally, this policy applies to drugs and biologicals being 

used for FDA-approved indications or labels. Drugs and biologicals used for indications 

other than those in the approved labeling may be covered if it is determined that the use 

is medically accepted, taking into consideration the major drug compendia, authoritative 

medical literatures and/or accepted standards of medical practice. 

C. Definitions 

 Indication is defined as a diagnosis, illness, injury, syndrome, condition, or other 

clinical parameter for which a drug may be given.  

 FDA approved Indication/Label is the official description of a drug product which 

includes indication (what the drug is used for); who should take it; adverse events 

(side effects); instructions for uses in pregnancy, children, and other populations; and 

safety information for the patient. Labels are often found inside drug product 

packaging. 

 Off-label/Unlabeled use of a drug is defined as a use for a non-FDA approved 

indication, that is, one that is not listed on the drug’s official label/prescribing 

information.  

 Off-label use is further defined as giving the drug in a way that deviates significantly 

from the labeled prescribing information for a particular indication. This includes but 

is not necessarily limited to, dosage, route of administration, duration and frequency 

of administration, and population to whom the drug would be administered. 
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 If applicable, individual drug reimbursement information may be found in a drug’s 

Pharmacy Policy. 

F. 

https://www.fda.gov/drugs/drug-approvals-and-databases/drugsfda-glossary-terms
https://www.fda.gov/drugs/drug-approvals-and-databases/drugsfda-glossary-terms
https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals
https://www.fda.gov/regulatory-information/laws-enforced-fda/federal-food-drug-and-cosmetic-act-fdc-act

