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	PRINCIPAL INVESTIGATOR (LAST, FIRST, MIDDLE):





PCORI RESEARCH PLAN TEMPLATE: PRAGMATIC CLINICAL STUDIES
Provide the information requested below. Upload the completed template as a single PDF with the PCORI Methodology Standards Checklist to PCORI Online. Detailed instructions are included in the Application Guidelines for this PCORI Funding Announcement (PFA).



RESEARCH STRATEGY 
Describe the Research Strategy and work plan in detail, and demonstrate how the proposed study responds to this PFA. This template shows where merit reviewers may expect to find information to evaluate each of the merit review criteria delineated in the PFA. Do not exceed 15 pages. You may delete this instructional text.


A. Specific Aims

· State the goals of the proposed research, the comparators, and the expected outcomes.
B. Background 
· Describe the impact of the condition on the health of individuals and populations. 
· Identify gaps in evidence (e.g., state of current research literature and trials, etc.). (Criterion 1. Potential for the study to fill critical gaps in evidence)
C. Significance 
· Describe the potential for the study to improve the quality of the evidence available to help patients and relevant stakeholders make informed health decisions and to improve health care and outcomes. (Criterion 2. Potential for the study findings to be adopted into clinical practice and improve delivery of care)
· Describe how the research is focused on questions that affect outcomes of interest to patients and their caregivers. (Criterion 5. Patient-centeredness)
D. Study Design or Approach

· All PCORI funded studies must adhere to the relevant PCORI Methodology Standards. To help reviewers quickly identify and assess adherence to a particular standard, utilize the PCORI Methodology Standards Checklist (see, Applicant Resources section on PCORI Funding Opportunities) to document the specific section(s) and page numbers where the applicable methodology standards are addressed. Upload this checklist with the Research Plan Template as a single PDF in PCORI Online.
· Describe the research strategy or methodological approach, including a clear conceptual framework, theory, or model that anchors the background and significance and how they in turn inform the design, key variables, and relationships being tested. (Criterion 3. Scientific merit [research design, analysis, and outcomes)
· Describe the plan to engage patients and stakeholders meaningfully in the various phases of the proposed research. As you complete your engagement plan, consider the six PCORI Engagement Principles of reciprocal relationships, co-learning, partnership, trust, transparency, and honesty–and how these will be reflected in your plan. (Criterion 6. Patient and stakeholder engagement) (Please also see PCORI Methodology Standard PC-1.) Refer to the Engagement Rubric for assistance as you complete this plan. 
· For the Pragmatic Clinical Studies PFA, applicants should describe their plan to form a Study Advisory Committee (SAC), or other appropriate body, to ensure that a broad spectrum of patients and stakeholders such as clinicians, payers, and purchasers and those with clinical trial expertise, advise, and assist the research team with refining the study questions, outcomes, and protocols. 

· Comparators: List the options or clinical strategies being compared. Note that all options must be in current clinical use.

· Outcomes: Describe the outcomes that people representing the population of interest notice and care about, including your use of patient-reported outcomes when patients or people at risk of a condition are the best source of information.
· Study Design: Briefly describe the study design (e.g., individual or cluster randomized trial, nonrandomized [prospective or retrospective] study, or other design [please specify]). 

· Analytic Plan: Describe a priori specific plans for data analysis that correspond to major aims. Describe any pre-specified subgroup analyses. Provide rationale and evidence in supporting of the proposed approaches for addressing heterogeneity of treatment effect (HTE).
· Study Population and Setting: Specify the study population and the settings.
If applicable, complete the table below: 

· If your proposed study includes multiple recruitment sites, include site-specific data in an appendix. 

· If you are enrolling more than one type of study participant in your project (e.g., patient, caregiver, clinician, or other), insert a table for each participant type.
Recruitment Plan for Prospective Studies. (Include information for trial and study recruitment, enrollment, and retention.)

	1. Estimated number of potentially eligible study participants (describe how this number was determined [e.g., electronic Health Record, claims data, clinic logs, administrative data, other]):
	

	2. Total number of study participants expected to be screened:
	

	3. Total number of study participants expected to be eligible of those screened:
	

	4. Target sample size (use same number stated in milestones):
	

	5. If applicable, total number of practices or centers that will enroll participants:
	

	6. Projected month first participant enrolled (month after project initiation):
	

	7. Projected month last participant enrolled (month after project initiation):
	

	8. Projected rate of enrollment (anticipated number enrolled per month of enrollment period):
	

	9. Estimated percentage of participant dropout:
	


· Sample Size and Power: Provide the total sample size for the main CER analysis and the number per arm (N1, 2, 3, 4 . . .), as applicable. Provide rationale and references to substantiate the assumptions underlying the sample size estimate, including the hypothesized effect size of the interventions being assessed.
· Describe how and why the study sites were selected (e.g., the representativeness of the selected sites out of all potential study sites; the populations served and how the study will provide a representative patient sample; and how the study sites provide real-world settings for implementing the study).
 

Ancillary Methodological Study (Optional)
For detailed instructions, refer to the PCS PFA and PCS Application Guidelines. Do not exceed two pages. 



Please provide a detailed discussion of the proposed ancillary methodological study, if applicable, which leverages opportunities in the design, execution, and analysis of the proposed large pragmatic clinical study to address important methodological issues in the context of PCOR/CER. 



Research Team and Environment (Criterion 4. Investigators and Environment)
For detailed instructions, refer to the Application Guidelines for your PFA. Do not exceed two pages. 



· Describe the research team’s capabilities to accomplish the goals of the proposed research project and the appropriateness of the research environment to conduct the study. 
· Note: Please provide all key personnel professional and partner profiles/biosketches and detailed site descriptions within the People and Places Template as a separate PDF upload.

DISSEMINATION AND IMPLEMENTATION POTENTIAL
For detailed instructions, refer to the Application Guidelines for this PFA. Do not exceed one page. (Page limit corrected on April 3, 2018) 

Describe the potential for disseminating and implementing the results of this research in other settings. 
A. Describe how you will make study results available to study participants after you complete your analyses.
Describe possible barriers to disseminating and implementing the results of this research in other settings. 

B. 

PROTECTION OF HUMAN SUBJECTS
For additional guidance, refer to Section 5, titled “Human Subjects Research Policy,” from the Supplemental Grant Application Instructions for All Competing Applications and Progress Reports, which was issued by the U.S. Department of Health and Human Services. Also, refer to the Required Education of Key Personnel on the Protection of Human Subject Participants requirement as you complete this section. For detailed instructions, review the Application Guidelines for the PFA. Do not exceed five pages. 

Describe the protection of human subjects involved in your research.
Estimated Final Racial/Ethnic and Gender Enrollment Table
	Race
	Male (N)
	Female (N)
	Total (N)

	American Indian/Alaska Native
	
	
	

	Asian
	
	
	

	Black/African American
	
	
	

	Hawaiian/Pacific Islander
	
	
	

	White
	
	
	

	Multirace
	
	
	

	Ethnicity
	Male (N)
	Female (N)
	Total (N)

	Hispanic (Latino/Latina)
	
	
	

	Non-Hispanic
	
	
	




CONSORTIUM CONTRACTUAL ARRANGEMENTS

 For detailed instructions, refer to the Application Guidelines for this PFA. Do not exceed 10 pages.


Describe the proposed research projects that subcontracted organizations will perform. Explain the strengths that these partners bring to the overall project to ensure successful submission of contract deliverables in accordance with the milestone schedule.




REFERENCES CITED 
For detailed instructions, refer to the Application Guidelines for this PFA. Do not exceed 10 pages.

Follow scholarly citation practice and list the source material cited in your Research Plan. PCORI suggests using American Medical Association citation style, but other citation styles are accepted.


APPENDIX (optional) 
 For detailed instructions, refer to the Application Guidelines for this PFA. Do not exceed 10 pages.
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