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	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 on the establishment of dose limits to normal tissues for patients with a diagnosis of pancreatic or lung cancer who receive 3D conformal radiation therapy.  Identifying normal tissue dose constraints is an important step in the process of care for patients receiving radiation therapy treatments with significant impact on outcomes including reducing the toxic effects of radiation to normal tissues and subsequently reducing the long term potential for late carcinogenesis and a second malignancy.
1c.2-3 Type of Evidence (Check all that apply):  
Clinical Practice Guideline 
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):  
Clinical practice guidelines for pancreatic adenocarcinoma and lung cancer (non small cell and small cell) recommend the evaluation of the dose volume histogram (DVH) of the planning target volume (PTV) to limit the dose administered to critical normal structures.  
The measure focus is on the establishment of dose limits to normal tissues for patients with a diagnosis of pancreatic or lung cancer who receive 3D conformal radiation therapy.

1c.5 Quantity of Studies in the Body of Evidence (Total number of studies, not articles):  The description of the evidence review in the guideline did not address the overall quantity of studies in the body of evidence.  However, 330 articles are cited in NCCN´s pancreatic adenocarcinoma guideline.  408 and 172 articles are cited in NCCN´S non small cell lung cancer and small cell lung cancer guidelines, respectively.
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 quality of the body of evidence supporting the guideline recommendation is summarized according to the NCCN categories of evidence and consensus as being based on "lower-level evidence".  Lower-level evidence is later described as evidence that may include non-randomized trials; case series; or when other data are lacking, the clinical experience of expert physicians.
1c.7 Consistency of Results across Studies (Summarize the consistency of the magnitude and direction of the effect): Although there is no explicit statement regarding the overall consistency of results across studies in the guidelines supporting the measure, the recommendation received uniform NCCN consensus that the intervention is appropriate.
1c.8 Net Benefit (Provide estimates of effect for benefit/outcome; identify harms addressed and estimates of effect; and net benefit - benefit over harms):  
Identifying normal tissue dose constraints can help to reduce the toxic effects of radiation to normal tissues and subsequently reduce the long term potential for late carcinogenesis and a second malignancy, while delivering the desired dose distribution of radiation to target tissue.
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:  A panel of experts with members from each of the NCCN Member Institutions develops the NCCN Guidelines.  Specialties that must be included on a particular panel are identified before that panel is convened but also evolve as the standard of care changes over time. This multidisciplinary representation varies from panel to panel.  The NCCN Guidelines Panel Chairs are charged with ensuring that representatives of all treatment strategies are included.  Many of the panels also include a patient representative, especially when issues of long-term care and patient preference are paramount in the panel´s considerations. 
NCCN publishes individual disclosures of potential conflicts of interest for panel members, NCCN Guidelines staff, and NCCN senior management.  Relationships disclosed include research funding, participation in advisory groups, participation in speakers’ bureaus, employment, and equity or patent ownership.  Beginning in 2010, the NCCN Board of Directors has directed that panel members compensation from external sources be less than published thresholds.  These thresholds are <= $20,000 from a single entity and <= $50,000 in aggregate from any source.

1c.11 System Used for Grading the Body of Evidence:  Other  

1c.12 If other, identify and describe the grading scale with definitions:  NCCN Categories of Evidence and Consensus
Panel members identify the level of evidence supporting each recommendation.  These categories are:  

•Category 1: Based upon high-level evidence, there is uniform NCCN consensus that the intervention is appropriate.

•Category 2A: Based upon lower-level evidence, there is uniform NCCN consensus that the intervention is appropriate.

•Category 2B: Based upon lower-level evidence, there is NCCN consensus that the intervention is appropriate.

•Category 3: Based upon any level of evidence, there is major NCCN disagreement that the intervention is appropriate.

1c.13 Grade Assigned to the Body of Evidence:  Category 2A
1c.14 Summary of Controversy/Contradictory Evidence:  No controversy or contradictory evidence with regard to the importance of identifying normal tissue dose constraints.  However, the NCCN guidelines have indicated that the dose limits to normal tissues are mainly empirical and a single standard cannot be recommended.  "Normal tissue constraints are based on published experience, ongoing trials, historical data, modeling and empirical judgment.  Useful references include the recent reviews of normal organ dose responses from the QUANTEC project."(1)
(1) National Comprehensive Cancer Network (NCCN).  Clinical Practice Guidelines in Oncology:  Non-Small Cell Lung Cancer.  Version 2, 2012.  Available at:  http://www.nccn.org.

1c.15 Citations for Evidence other than Guidelines(Guidelines addressed below):  


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

Pancreatic Adenocarcinoma
It is imperative to evaluate the DVH [dose volume histogram] of the PTV [planning target volume] and critical normal structures such as liver, kidneys, spinal cord, liver and bowel.  While these limits are empirical they differ based on dose per fraction, total dose delivered, and disease status (adjuvant vs. unresectable).  Studies have shown that the tolerability of radiation is largely dependent on PTV size/elective nodal irradiation, types of concurrent systemic/ targeted therapy, and whether conformal (3-D, IMRT, SBRT) vs. conventional radiation is used.(1)

Non-Small Cell Lung Cancer

It is essential to evaluate the dose volume histogram (DVH) of critical structures and to limit the doses to the spinal cord, lungs, heart, esophagus, and brachial plexus to minimize normal tissue toxicity.  These limits are mainly empirical.  For patients receiving postoperative RT, more strict DVH parameters should be considered for lung.(2)

Small Cell Lung Cancer

Normal tissue doses will be dependent on tumor size and location.(3) 

1c.17 Clinical Practice Guideline Citation:  (1) National Comprehensive Cancer Network (NCCN).  Clinical Practice Guidelines in Oncology:  Pancreatic Adenocarcinoma.  Version 2, 2012.  Available at:  http://www.nccn.org.

(2) National Comprehensive Cancer Network (NCCN).  Clinical Practice Guidelines in Oncology:  Non-Small Cell Lung Cancer.  Version 2, 2012.  Available at:  http://www.nccn.org.

(3) National Comprehensive Cancer Network (NCCN).  Clinical Practice Guidelines in Oncology:  Small Cell Lung Cancer.  Version 2, 2012.  Available at:  http://www.nccn.org. 

1c.18 National Guideline Clearinghouse or other URL:  www.nccn.org

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:  Same as in 1.c.10 above.
1c.21 System Used for Grading the Strength of Guideline Recommendation:  Other
1c.22 If other, identify and describe the grading scale with definitions:  NCCN Categories of Evidence and Consensus
Panel members identify the level of evidence supporting each recommendation.  These categories are:  

•Category 1: Based upon high-level evidence, there is uniform NCCN consensus that the intervention is appropriate.

•Category 2A: Based upon lower-level evidence, there is uniform NCCN consensus that the intervention is appropriate.

•Category 2B: Based upon lower-level evidence, there is NCCN consensus that the intervention is appropriate.

•Category 3: Based upon any level of evidence, there is major NCCN disagreement that the intervention is appropriate.

1c.23 Grade Assigned to the Recommendation:  Category 2A
1c.24 Rationale for Using this Guideline Over Others:  It is the PCPI 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. In addition, the PCPI has now expanded what is acceptable as the evidence base for measures to include documented quality improvement (QI) initiatives or implementation projects that have demonstrated improvement in quality of care.

	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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