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A. Subject 
Pharmacy – Multi-ingredient Compound Policy. 

B. Background 
Pharmacy compounding is defined as the combining, mixing or altering of ingredients to create a 
customized medication for a specific patient. Compounded medications are made based on a 
practitioner’s prescription in which individual ingredients are mixed together in the exact strength 
and dosage form required by the patient.  

C. Definitions  
• Multi-ingredient Compound – a product containing two or more ingredients that is not FDA 

approved and is prepared upon the order of a physician for a patient. 

D. Policy 
All multi-ingredient compounds (except topical pain compounds) will be considered 
medically necessary when ALL of the following criteria are met: 

I. The primary active ingredients in the compound are approved by the FDA for the 
indication AND 

II. The active ingredients are prescribed in therapeutic amounts based on FDA 
approved indications AND 

III. 
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Topical pain compounds will be considered medically necessary when ALL of the 
following criteria are met: 

I. Member must have a diagnosis of chronic moderate to severe pain associated 
with neuropathic pain or nociceptive pain AND 

II. Member must have tried at least 3 of the following drugs from different groups for 
at least 30 days each: 

a. Non-opioid oral medications or a documented contraindication 
b. Diclofenac sodium gel 1% or over-the-counter (OTC) Voltaren gel 
c. Topical lidocaine (e.g., lidocaine cream 3%, 4%, lidocaine patch 4%) 
d. Topical capsaicin AND 

III. The compound contains no more than 1 active ingredient per any specific drug 
class as defined by First Data Bank AND 

IV. The compound contains no more than 3 drug classes for active ingredients AND 
V. The compound does NOT contain any controlled substances AND 
VI. The active ingredients must be FDA approved or compendia supported for 

topical use and for the pain indication. 
 

Reauthorization: 

 Pain compound: 

• Member must have documented improvement of pain supported by chart notes 
(defined as improvement of at least 3 points on a 0 to 10 point pain scale) 

All other compounds: 

• Evidence of effectiveness and safety for compound must be documented in chart 
notes for continuation of approval. 

Additional notes: 

• Reimbursement will not be provided for additives such as flavorings, dyes, or 
preservatives. 

• Requests resulting from a drug shortage will be considered on a case-by-case basis. 

E. Conditions of Coverage 
HCPCS 
CPT 
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