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	Criteria for Formulary Use of Tiotropium (Spiriva®)

VHA Pharmacy Benefits Management Service, 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.

	Exclusions for maintenance therapy (if ONE is checked, patient is not eligible)

	· Asthma without COPD
· Hypersensitivity to ipratropium or tiotropium
· Patient with mild COPD or those with few or intermittent symptoms who do not require chronic daily maintenance therapy

	Inclusions for maintenance therapy (all 3 criteria must be met)

	· COPD of moderate or worse severity (i.e. FEV1/FVC < 70 and FEV1 < 80% of  predicted value)
· Symptom control requires chronic daily treatment with an anticholinergic inhaler†

· No concurrent use of ipratropium or ipratropium/albuterol with tiotropium (d/c ipratropium or ipratropium/albuterol if tiotropium started or vice versa)

†In lieu of tiotropium, ipratropium or ipratropium/albuterol administered on a scheduled basis remain as treatment options.

	        Special Considerations

	· Patient should be receiving a short-acting beta-agonist for “as needed” use.

· Patients who are stable and well-controlled on current doses of ipratropium or ipratropium/albuterol may continue using the agent rather than being automatically switched to tiotropium, unless other clinical reasons exists (e.g., adherence, ease of use)

· Since formoterol is also a dry powder capsule, patients also using formoterol must be instructed to use the correct delivery device for the correct drug (tiotropium with Handihaler and formoterol with Aerolizer)

· Discontinue tiotropium at once and consider alternatives if immediate hypersensitivity reactions, including angioedema, occur. Given the similar structural formula of atropine to tiotropium, patients with a history of hypersensitivity reactions to atropine should be closely monitored for similar hypersensitivity reactions to tiotropium.  Use with caution in patients with severe hypersensitivity to milk proteins (not lactose intolerance). 

	        Dose

	· Two inhalations of the powder contents of a single tiotropium capsule (18 mcg) once daily
· Presently, there is NO EVIDENCE that an increased dose over the initial recommend daily dose of 18mcg once daily is of benefit.

	Renewal 

	In (re)evaluating the therapeutic impact of tiotropium, consider if the patient has had improvement in symptoms or reduction in COPD exacerbations.  
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