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Criteria for Use of Calcitriol Ointment
VA Pharmacy Benefits Management Services, Medical Advisory Panel, and VISN Pharmacist Executives
The following recommendations are based on medical evidence, clinician input, and expert opinion.  The content of the document is dynamic and will be revised as new information becomes available.  The purpose of this document is to assist practitioners in clinical decision-making, to standardize and improve the quality of patient care, and to promote cost-effective drug prescribing.  The clinician should utilize this guidance and interpret it in the clinical context of the individual patient.  Individual cases that are outside the recommendations should be adjudicated at the local facility according to the policy and procedures of its P&T Committee and Pharmacy Services. A summary of the literature review used to support the criteria for use of calcitriol ointment is available at http://www.pbm.va.gov or vaww.pbm.va.gov.
FDA-approved indication:  Topical treatment of mild to moderate plaque psoriasis in adults 18 years and older. 
	Exclusion Criteria 

	None 

	Inclusion Criteria 

	(
A.  Provider is a dermatologist or other provider locally designated to prescribe calcitriol ointment

	AND either B or C:

	(
B.  Mild to moderate plaque psoriasis for which a topical nonsteroid ointment is indicated 

(For example, a nonsteroid ointment may be indicated because of patient age or lesion severity, location, or hyperkeratosis / scaling).

	AND at least one of the following:

	(
Intolerance, contraindication, or inadequate response despite an adequate trial (daily application(s) for at least 2 weeks) to a high or very high potency (Class I or II) topical corticosteroid plus nonmedicated topical moisturizer.*

	(
A nonsteroid ointment in combination, sequence, or rotation with topical corticosteroids is indicated (for reasons such as—and not limited to—corticosteroid-sparing effects, additive effects, or maintenance of remission)

	· Sensitive skin (e.g., hairline, retroauricular, and flexural) areas are affected

	· C.  Adjunct to systemic therapy for plaque psoriasis, and at least one of the following:
· Intolerance, 
· Contraindication, or 
· Inadequate response despite an adequate trial (daily application(s) for at least 2 weeks) to a high or very high potency (Class I or II) topical corticosteroid plus nonmedicated topical moisturizer.*

	*
Intolerance includes but is not limited to corticosteroid-related topical and systemic side effects such as skin atrophy, striae, tachyphylaxis, rebound, Cushing’s syndrome, hyperglycemia, cataracts, glaucoma, and hypothalamic-pituitary axis suppression. Contraindications to corticosteroids include intertriginal psoriasis affecting sensitive areas other than the face, lips, and eyes.

	Dosing and Administration

	FOR EXTERNAL USE ONLY. Each gram of ointment contains 3 mcg of calcitriol.
Apply calcitriol ointment to affected areas of the body twice daily. 
Maximum weekly dose is 200 g (forty 5-g or two 100-g tubes).

	Issues for Consideration

	If the patient’s psoriasis becomes severe, existing topical calcitriol treatment may be continued as an adjunct to systemic therapy.

Calcitriol ointment was studied in patients with plaque-type psoriasis; efficacy and safety for other types of psoriasis have not been established.

The safety and effectiveness of calcitriol ointment in patients with known or suspected disorders of calcium metabolism have not been evaluated.

Consider checking calcium levels as clinically indicated. If aberrations in parameters of calcium metabolism are noted, discontinue calcitriol ointment until these normalize. 

The effects of calcitriol ointment on calcium metabolism following treatment durations greater than 52 weeks have not been evaluated. 
Use with caution in patients receiving medications known to increase the serum calcium level, such as thiazide diuretics, calcium supplements, or high doses of vitamin D. 
Increased absorption may occur with occlusive use.
Avoid excessive exposure of calcitriol ointment-treated areas to either natural or artificial sunlight, including tanning booths and sun lamps. Consider limiting or avoiding phototherapy in patients who have applied calcitriol ointment. If calcitriol ointment is used in conjunction with phototherapy, calcitriol should be applied after phototherapy.

	Renewal Criteria

	Documented benefit within 12 weeks of starting treatment and absence of severe complications
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