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Medical Necessity Criteria
Pennsaid

Products Referenced by this Document

Drugs that are listed in the following table include both brand and generic and all dosage forms and

strengths unless otherwise stated. Over the counter (OTC) products are not included unless otherwise

stated.

Brand Name

Generic Name

Dosage Form

Pennsaid

diclofenac sodium

topical solution 2%

Indications

FDA-approved Indications

Pennsaid is indicated for the treatment of the pain of osteoarthritis of the knee(s).
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Reference number(s)
5082-C

Quantity Limits Apply

Quantity Limit

The duration of 21 days is used for a 28-day fill period and 63 days is used for an 84-day fill period to allow
time for refill processing.

Drug 4 Week Limit 12 Week Limit

Pennsaid (diclofenac sodium topical solution 224 gm (2 bottles, 112 gm | 672 gm (6 bottles, 112 gm

2%) each) / 21 days each) / 63 days
Coverage Criteria

Osteoarthritis of the Knee(s)

Authorization may be granted when the requested drug is being prescribed for the treatment of the pain of
osteoarthritis of the knee(s) when ALL of the following criteria are met:

e The patient cannot be treated with a preferred product (Available Formulary Alternative:
diclofenac 1.5 percent solution)

e The patient has experienced an inadequate treatment response, intolerance to, or has a clinical
reason to avoid the preferred product: diclofenac 1.5 percent solution [ACTION REQUIRED:
Documentation is required for approval.]

e The patient meets ONE of the following:

» The patient has experienced an inadequate treatment response to TWO oral nonsteroidal
anti-inflammatory drugs (NSAIDs) [ACTION REQUIRED: Documentation is required for
approval.]

= Treatment with the requested drug is necessary due to concern about intolerance to oral
NSAIDs [ACTION REQUIRED: Documentation is required for approval.]

» Treatment with the requested drug is necessary due to a contraindication to oral NSAIDs
[ACTION REQUIRED: Documentation is required for approval.]

Duration of Approval (DOA)

e 5082-C: DOA 12 months
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