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	NQF #: 0091         NQF Project: Pulmonary Project


	1. IMPACT, OPPORTUITY, EVIDENCE - Importance TO MEASURE AND REPORT

	Importance to Measure and Report is a threshold criterion that must be met in order to recommend a measure for endorsement. All three subcriteria must be met to pass this criterion. See guidance on evidence.
Measures must be judged to be important to measure and report in order to be evaluated against the remaining criteria. (evaluation criteria)

	1c.1 Structure-Process-Outcome Relationship (Briefly state the measure focus, e.g., health outcome, intermediate clinical outcome, process, structure; then identify the appropriate links, e.g., structure-process-health outcome; process- health outcome; intermediate clinical outcome-health outcome): 
The measure focus is the process of providing a spirometry evaluation to all adults with COPD to assist in proper diagnosis and routine treatment of patients with COPD. This process is directly related to reducing COPD exacerbations and inpatient hospitalizations. Proper diagnosis leads to better COPD treatment, which should lead to less comorbid disease, physical dysfunction, and death from COPD.
1c.2-3 Type of Evidence (Check all that apply):  
Clinical Practice Guideline

Systematic review of body of evidence (other than within guideline development) 

1c.4 Directness of Evidence to the Specified Measure (State the central topic, population, and outcomes addressed in the body of evidence and identify any differences from the measure focus and measure target population):  

The evidence cited for this measure is directly related to the usefulness of spirometry evaluation in adults with stable COPD. There are no differences from the measure focus and measure target population.

1c.5 Quantity of Studies in the Body of Evidence (Total number of studies, not articles):  The quantity of studies reviewed in the ACP/ACCP/ATS/ERS guideline was not stated, but the guideline paper references 62 articles.  This guideline is based on a targeted literature update from March 2007 to December 2009 to evaluate the evidence and update the 2007 ACP clinical practice guideline on diagnosis and management of stable COPD. 
1c.6 Quality of Body of Evidence (Summarize the certainty or confidence in the estimates of benefits and harms to patients across studies in the body of evidence resulting from study factors. Please address: a) study design/flaws; b) directness/indirectness of the evidence to this measure (e.g., interventions, comparisons, outcomes assessed, population included in the evidence); and c) imprecision/wide confidence intervals due to few patients or events):  The ACP/ACCP/ATS/ERS guideline recommendation was graded as a strong recommendation, with moderate-quality evidence. A strong recommendation means that benefits clearly outweigh risks and burden, or risks and burden clearly outweigh benefits. Evidence is considered moderate quality when it is obtained from RCTs with important limitations—for example, biased assessment of the treatment effect, large loss to follow-up, lack of blinding, unexplained heterogeneity (even if it is generated from rigorous RCTs), indirect evidence originating from similar (but not identical) populations of interest, and RCTs with a very small number of participants or observed events. In addition, evidence from well-designed controlled trials without randomization, well designed cohort or case–control analytic studies, and multiple time series with or without intervention are in this category. Moderate-quality evidence also means that further research will probably have an important effect on our confidence in the estimate of effect and may change the estimate. (Amir Qaseem, MD, PhD, MHA; Vincenza Snow, MD; Douglas K. Owens, MD, MS; and Paul Shekelle, MD, PhD, for the Clinical Guidelines Committee of the American College of Physicians. The Development of Clinical Practice Guidelines and Guidance Statements of the American College of Physicians: Summary of Methods. Ann Intern Med. 2010;153:194-199.)
1c.7 Consistency of Results across Studies (Summarize the consistency of the magnitude and direction of the effect): The ACP/ACCP/ATS/ERS guideline recommendation for spirometry is not consistently recommended for all COPD populations. Rather, the guideline explains that targeted use of spirometry for diagnosis of airflow obstruction is beneficial for patients with respiratory symptoms, particularly dyspnea. Existing evidence does not support the use of spirometry to screen for airflow obstruction in individuals without respiratory symptoms, including those with current or past exposure to risk factors for COPD. Evidence is insufficient to support the use of inhaled therapies in asymptomatic individuals who have spirometric evidence of airflow obstruction, regardless of the presence or absence of risk factors for airflow obstruction. There is no difference in the annual rate of FEV1 decline or prevention of symptoms in these individuals with treatment. No evidence from RCTs supports treating asymptomatic individuals, with or without risk factors for airflow obstruction, who do not have spirometric evidence of airflow obstruction. In addition, evidence does not show any independent benefit of obtaining and providing spirometry results on success rates in smoking cessation. No study evaluated the use of periodic spirometry after initiation of therapy to monitor ongoing disease status or modify therapy. (Qaseem et al, 2011)
1c.8 Net Benefit (Provide estimates of effect for benefit/outcome; identify harms addressed and estimates of effect; and net benefit - benefit over harms):  

The ACP/ACCP/ATS/ERS guideline panel included representatives from each of the 4 collaborating organizations, and the resulting guideline represents an official and joint clinical practice guideline from those organizations. The guideline panel communicated via conference calls and e-mails. The members reached agreement and resolved any disagreements through facilitated discussion. The final recommendations were approved by unanimous vote.

1c.9 Grading of Strength/Quality of the Body of Evidence. Has the body of evidence been graded?  Yes
1c.10 If body of evidence graded, identify the entity that graded the evidence including balance of representation and any disclosures regarding bias:  The ACP/ACCP/ATS/ERS guideline panel included representatives from each of the 4 collaborating organizations, and the resulting guideline represents an official and joint clinical practice guideline from those organizations. Potential Conflicts of Interest: Any financial and nonfinancial conflicts of interest of the group members were declared, discussed, and resolved. Dr. Wilt: Grant: American College of Physicians; Payment for manuscript preparation: American College of Physicians. Dr. Hanania: Consultancy: GlaxoSmithKline, Boehringer Ingelheim, Novartis, Pfizer, Sunovion, Pearl, Forest; Grants/grants pending (money to institution): GlaxoSmith-Kline, Boehringer Ingelheim, Novartis, Pfizer, Sunovion; Payment for lectures including service on speakers bureaus: GlaxoSmithKline, Astra-Zeneca, Boehringer Ingelheim, Merck. Dr. Criner: Consultancy: Uptake Medical, PortAero, Pulmonx; Grants/grants pending (money to institution): Aeris Therapeutics, Emphysas Medica. Dr. van der Molen: Consultancy: MSD, AstraZeneca, GlaxoSmithKline, Nycomed; Grants/grants pending (money to institution): AstraZeneca, GlaxoSmithKline, Novartis; Payment for lectures including service on speakers bureaus: AstraZeneca, Nycomed, GlaxoSmithKline, MSD. Dr. Marciniuk: Board membership: American College of Chest Physicians, Chest Foundation, Lung Association of Saskatchewan, Canadian COPD Alliance, Canadian Thoracic Society; Consultancy (no payment received): Public Health Agency of Canada, Canadian Agency for Drugs and Technology in Health; Consultancy: Saskatchewan Medical Association; Consultancy (money to institution): AstraZeneca, Boehringer Ingelheim, GlaxoSmithKline, Saskatchewan

Health Quality Council, Novartis, Nycomed, Pfizer; Employment: University of Saskatchewan, Saskatoon Health Region; Grants/grants pending (money to institution): Canadian Institute of Health Research, AstraZeneca, GlaxoSmithKline, Lung Association of Saskatchewan, Nycomed, Pfizer, Novartis, Saskatchewan Health Research Foundation, Schering-Plough, Saskatchewan Ministry of Health; Payment for lectures including service on speakers bureaus: AstraZeneca, Boehringer Ingelheim, GlaxoSmithKline, Pfizer, Lung Association of Saskatchewan, Canadian Thoracic Society, American Thoracic Society. Dr. Wedzicha: Grants/grants pending (money to institution): Boehringer Ingelheim; Board membership: GlaxoSmithKline, Novartis, Bayer, Pfizer, Medimmune/Astra-Zeneca, Danone/Nutricia, Nycomed; Consultancy: Chiesi; Consultancy (money to institution): Novartis; Grants/grants pending (money to institution): GlaxoSmithKline, Novartis, Chiesi, AstraZeneca, Johnson & Johnson; Payment for lectures including service on speakers bureaus: Boehringer Ingelheim, GlaxoSmithKline, Pfizer, Bayer, Nycomed, Chiesi; Travel/accommodations/meeting expenses unrelated to activities listed: Boehringer Ingelheim. Dr. Shekelle: Employment: Veterans Affairs Medical Center; Grants/grants pending (money to institution): Agency for Healthcare Research and Quality, National Institutes of Health, Veterans Administration; Royalties: UpToDate; Travel/accommodations/meetings expenses unrelated to activities listed: Travel to meetings sponsored by AHRQ, the Health Foundation, the University of Michigan, VA, Italian regional health authority, and RAND. Disclosures can also be viewed at www.acponline.org/authors/icmje/ConflictOfInterestForms.do?msNum=M11-0925.
1c.11 System Used for Grading the Body of Evidence:  GRADE  
1c.12 If other, identify and describe the grading scale with definitions:  
1c.13 Grade Assigned to the Body of Evidence:  Moderate
1c.14 Summary of Controversy/Contradictory Evidence:  No known areas of controversy.
1c.15 Citations for Evidence other than Guidelines(Guidelines addressed below):  


	1c.16 Quote verbatim, the specific guideline recommendation (Including guideline # and/or page #):  

Recommendation 1: ACP, ACCP, ATS, and ERS recommend that spirometry should be obtained to diagnose airflow obstruction in patients with respiratory symptoms (Grade: strong recommendation, moderate-quality evidence). Spirometry should not be used to screen for airflow obstruction in individuals without respiratory symptoms (Grade: strong recommendation, moderate-quality evidence). (Qaseem et al, 2011)

A clinical diagnosis of COPD should be considered in any patient who has dyspnea, chronic cough or sputum production, and/or a history of exposure to risk factors for the disease. Spirometry is required to make the diagnosis in this clinical context; the presence of a post-bronchodilator FEV1/FVC < 0.70 confirms the presence of persistent airflow limitation and thus of COPD. Whereas spirometry was previously used to support a diagnosis of COPD, spirometry is now required to make a confident diagnosis of COPD. Spirometry is the most reproducible and objective measurement of airflow limitation available. (GOLD 2015)
1c.17 Clinical Practice Guideline Citation:  Amir Qaseem, MD, PhD, MHA; Timothy J. Wilt, MD, MPH; Steven E. Weinberger, MD; Nicola A. Hanania, MD, MS; Gerard Criner, MD; Thys van der Molen, PhD; Darcy D. Marciniuk, MD; Tom Denberg, MD, PhD; Holger Schunemann, MD, PhD, MSc; Wisia Wedzicha, PhD; Roderick MacDonald, MS; and Paul Shekelle, MD, PhD, for the American College of Physicians, the American College of Chest Physicians, the American Thoracic Society, and the European Respiratory Society. Diagnosis and Management of Stable Chronic Obstructive Pulmonary Disease: A Clinical Practice Guideline Update from the American College of Physicians, American College of Chest Physicians, American Thoracic Society, and European Respiratory Society. Ann Intern Med. 2011;155:179-191.
Global strategy for the diagnosis, management, and prevention of chronic obstructive pulmonary disease, Global Initiative for Chronic Obstructive Lung Disease (GOLD) 2015. Available at http://www.goldcopd.org. 

1c.18 National Guideline Clearinghouse or other URL:  http://www.guideline.gov/content.aspx?id=34205&search=copd 
1c.19 Grading of Strength of Guideline Recommendation. Has the recommendation been graded?  Yes
1c.20 If guideline recommendation graded, identify the entity that graded the evidence including balance of representation and any disclosures regarding bias:  See 1.c.10
1c.21 System Used for Grading the Strength of Guideline Recommendation:  GRADE
1c.22 If other, identify and describe the grading scale with definitions:  
1c.23 Grade Assigned to the Recommendation:  Strong
1c.24 Rationale for Using this Guideline Over Others:  It is the ATS policy to use guidelines which are evidence-based, applicable to physicians and other health-care providers, and developed by a national specialty organization or government agency. 

	Based on the NQF descriptions for rating the evidence, what was the developer’s assessment of the quantity, quality, and consistency of the body of evidence? 
1c.25 Quantity: Moderate    1c.26 Quality: Moderate1c.27 Consistency:  Moderate   



See Guidance for Definitions of Rating Scale: H=High; M=Moderate; L=Low; I=Insufficient; NA=Not Applicable
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