PCORI Methodology Standards Reporting Template for Draft Final Research Reports
Please report how your project addressed PCORI's Methodology Standards (enter N/A if appropriate). Indicate where to find this information in the DFRR. You may copy information you submitted with your final progress report.
 
	Methodology Standards to address 
	Report how these Methodology Standards are being met  

	Standards for Formulating Research Questions
 
	RQ-1: Identify gaps in evidence 
RQ-2: Develop a formal study protocol 
RQ-3: Identify specific populations and health decision(s) affected by the research 
RQ-4: Identify and assess participant subgroups 
RQ-5: Select appropriate interventions and comparators 
RQ-6: Measure outcomes that people representing the population of interest notice and care about 

	
	Summarize details





	
	List relevant report sections


	Standards Associated with Patient Centeredness
 
	PC-1: Engage people representing the population of interest and other relevant stakeholders in ways that are appropriate and necessary in a given research context. 
PC-2: Identify, select, recruit, and retain study participants representative of the spectrum of the population of interest and ensure that data are collected thoroughly and systematically from all study participants. 
PC-3: Use patient-reported outcomes when patients or people at risk of a condition are the best source of information for outcomes of interest. 
PC-4: Support dissemination and implementation of study results. 

	
	Summarize details





	
	List relevant report sections


	Standards for Data Integrity and Rigorous Analyses


	IR-1: A priori, specify plans for quantitative data analysis that correspond to major aims. 
IR-2: Assess data source adequacy. 
IR-3: Describe data linkage plans, if applicable. 
IR-4: Document validated scales and tests. 
IR-5: Provide sufficient information in reports to allow for assessments of the study’s internal and external validity. 
IR-6: Masking should be used when feasible. 
IR-7: In the study protocol, specify a data management plan that addresses, at a minimum, the following elements: collecting data, organizing data, handling data, describing data, preserving data, and sharing data. 

	
	Summarize details





	
	List relevant report sections

	Standards for Preventing and Handling Missing Data
	MD-1: Describe methods to prevent and monitor missing data. 
MD-2: Use valid statistical methods to deal with missing data that properly account for statistical uncertainty due to missingness. 
MD-3: Record and report all reasons for dropout and missing data, and account for all patients in reports. 
MD-4: Examine sensitivity of inferences to missing data methods and assumptions, and incorporate into interpretation. 

	

	Summarize details





	
	List relevant report sections

	Standards of Heterogeneity of Treatment Effects
	HT-1: State the goals of HTE analyses, including hypotheses and the supporting evidence base. 
HT-2: For all HTE analyses, provide an analysis plan, including the use of appropriate statistical methods. 
HT-3: Report all prespecified HTE analyses and, at minimum, the number of post-hoc HTE analyses, including all subgroups and outcomes analyzed. 

	
	Summarize details





	
	List relevant report sections


	Other Standards (as applicable to your project) 
	Standards for Data Registries 
Standards for Data Networks as Research-Facilitating Structures 
Standards for Causal Inference Methods 
Standards for Adaptive and Bayesian Trial Designs 
Standards for Studies of Medical Tests 
Standards for Systematic Reviews 
Standards on Research Designs Using Clusters 
Standards for Studies of Complex Interventions 
Standards for Qualitative Methods 
Standards for Mixed Methods Research 
Standards for Individual Participant-Level Data Meta-Analysis (IPD-MA) 

	Summarize each set of relevant standards separately and provide report sections where the information can be found.









 

