Criteria for Use for Tiotropium (Spiriva)

VHA Pharmacy Benefits Management Service and Medical Advisory Panel
The following recommendations are based on current medical evidence and expert opinion from clinicians. The content of the document is dynamic and will be revised as new clinical data 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 situation.

	Exclusion 

	     Asthma without COPD


	Indications 

	     Diagnosis of COPD  with the following post-bronchodilator pulmonary functions: FEV1/FVC < 70%, 
        FEV1 < 65% of predicted value1
        AND at least 1 of the following:
     > 2 COPD exacerbations requiring urgent or emergent care  OR > 1 exacerbation requiring hospitalization in the
        last year despite adherence to a regimen that includes ipratropium or combination ipratropium/albuterol at optimal

        doses2
OR    
     Unsatisfactory dyspnea or  symptom control (e.g. Modified Medical Research Council (MMRC) Dyspnea Scale of

        3 or more) despite adherence to a regimen that includes ipratropium, ipratropium/albuterol at optimal doses 
        (documented in the progress note)  
         Modified Medical Research Council (MMRC) Dyspnea Scale 
         0= Not troubled with breathlessness except with strenuous exercise

          1= Troubled by shortness of breath when hurrying or waling up a slight hill

          2= Walks slower than people of the same age due to breathlessness or has to stop for breath when walking at own pace on the
               level

          3= Stops for breath after walking approximately 100meters or after a few minutes on the level

          4=  Too breathless to leave the house or breathless when dressing or undressing
         Mahler DA et al.  Chest 1988; 93(3): 580-586

	        Other issues

	· Ipratropium or Combivent must be discontinued once tiotropium is started 

· Patient should be receiving a short-acting beta-agonist for “as needed” 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 (formoterol with Aerolizer and tiotropium with Handihaler)

	        Dose

	        18mcg (one capsule) inhaled 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 symptomatology or reduction in COPD-related hospitalization rate.  


1PFTs based on entry criteria used in the clinical trials for tiotropium
2 Assumes exacerbation was not due to non-adherence of their medication(s)
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