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1.
About PCORI
pcori.org

About PCORI
(pcori.org)

Why PCORI?
• For all the advances it produces, research still has not answered many
questions patients face.
• People want to know which treatment is best for them.

• Patients and their clinicians need information they can understand and use.
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Our Mission
PCORI helps people make informed health care decisions, and improves health care
delivery and outcomes, by producing and promoting high integrity, evidence-based
information that comes from research guided by patients, caregivers and the
broader health care community.
PCORI is particularly interested in research conducted in real-world settings that
will facilitate widespread dissemination and implementation of findings.
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2.
About PCORI
pcori.org

Programmatic Overview

PFA Overview: Treatment Options for
Age-Related Hearing Loss
Objectives of this PFA
•

Provide evidence for the research question: Which hearing device(s) and/or support service(s) are most
effective for the treatment of age-related hearing loss or presbycusis?

• Hearing devices may encompass, but are not limited to, hearing aids or personal sound amplification
products. Examples of support services include audiologist or licensed technician fitting of hearing aids,
patient self-selection and -fitting of hearing aids, and counseling or educational interventions.
•

Fund rigorous, impactful comparative effectiveness research (CER) studies that will:

• Inform critical decisional dilemmas
• Evaluate outcomes important to patients
Available Funds and Project Period

•

$12M (direct + indirect costs) for Cycles 1 and 2 2019

•

Up to $2M in direct costs per project

•

3-year maximum project period
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Need for More Evidence to Inform Decisions for
the Treatment of Age-Related Hearing Loss
• Consensus among hearing loss experts, clinicians, and other stakeholders that CER is
needed to inform patient decisions regarding presbycusis treatment options
• Key evidence or research gaps for the comparative effectiveness of:
• Unilateral versus bilateral hearing aids
• Different hearing devices (e.g., direct-to-consumer hearing devices, prescription
hearing aids, PSAPs) and/or support services (e.g., audiology- or technician fitting,
self-fitting) for hearing loss

• Different approaches for fitting hearing aids
• Education, counseling, or rehabilitation services to optimize hearing use and benefit
• Need for assessment of patient-centered outcome
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Essential Study Characteristics
• Address the research question of interest
• Focus on decisional dilemmas identified as being important by patients and
other stakeholders

• Compare ≥ 2 approaches with evidence of efficacy or common use
• Include well-characterized interventions that are or can be made available
to most patients
• Evaluate outcomes that are meaningful to patients

• Propose a sufficiently large sample size to ensure precise effect size
estimates and account for reasonable rates of attrition
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PCORI Does Not Fund Intervention Costs
• PCORI does not fund intervention costs, including, but not limited to:
• Salary and time compensation for personnel that are delivering the
intervention, or playing a key role in it

• Equipment
• Other material costs associated with delivery of the intervention
• Hearing devices

• PCORI encourages all applicants to find support from sites, payers, stakeholders,
etc., in the payment or cost sharing of the interventions.
• Special attention should be given to ensuring that this support does not have
the potential for or appearance of a conflict of interest.
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Design Considerations: Population
• Adults ≥ 50 with mild-to-moderate age-related hearing loss
• Specify key inclusion/exclusion criteria
• Address relevant comorbidities (e.g., other sensory disorders, cognitive
impairment)
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Design Considerations:
Interventions/Comparators
• Interventions should represent important, relevant choices currently
encountered by patients, caregivers, and healthcare providers
• Appropriateness of intervention should be well justified
• Substantiate evidence of efficacy or widespread use of intervention
• Evidence of efficacy: systematic reviews, prior empirical investigations,
or other scientific documentation
• Take proper precautions to ensure safety of proposed hearing devices
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Design Considerations: Outcomes
• Propose well justified and validated patient-centered outcomes
• Hearing-specific health-related quality of life such as the
Hearing Handicap Inventory for the Elderly
• Psychosocial outcomes
• Functional outcomes relevant to devices
• Other key, relevant clinical outcomes
• Safety outcomes, adverse events
• Consider how comorbidities may impact outcomes evaluated
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Design Considerations: Timing
• Time frame for intervention delivery should be clearly specified

• Up to 6 months follow-up from baseline
• Studies must be completed within 3 years
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2019 PCORI Methodology Standards
Research funded by PCORI must adhere to the PCORI Methodology Standards, which represent
minimal requirements for the design, conduct, analysis, and reporting of patient-centered
outcomes research.
The 65 standards can be grouped into 2 broad categories and 16 topic areas.
Cross-Cutting Standards
• Formulating Research Questions
• Patient Centeredness
• Data Integrity & Rigorous Analyses
• Preventing/Handling Missing Data
• Heterogeneity of Treatment Effects

*The first standard for Causal Inference Methods (CI-1) is
considered cross-cutting and applicable to all PCOR/CER
studies.

Design-Specific Standards
• Data Registries
• Data Networks
• Causal Inference Methods*
• Adaptive & Bayesian Trial Designs
• Studies of Medical Tests
• Systematic Reviews
• Research Designs Using Clusters
• Studies of Complex Interventions
• Qualitative Methods
• Mixed Methods Research
• Individual Participant-Level Data Meta-Analysis
(IPD-MA)
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3.
About PCORI
pcori.org
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Patient-Centeredness vs. Patient
Engagement
Patient-Centeredness
• Addresses outcomes (both benefits and harms) that are important to
patients.
• The interventions proposed for comparison are currently available to
patients.
Patient and Stakeholder Engagement
• Demonstrates active engagement among scientists, patients, and
stakeholders.
• Involves relevant organizations, community, patients, and caregivers
through existing relationships or presents a well-thought out plan to
establish these partnerships.
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Evidence of Appropriate Engagement of
Relevant Patients and Other Stakeholders
• Applicants are expected to consult with patients and other stakeholders
on their decisional dilemma and evidence needs or reference previously
documented decisional dilemmas and describe how this consultation
informed the proposed research project.
• Applications should identify patients and stakeholders consulted in
determining that the proposed study addresses their evidentiary needs
for decision-making and indicate how they will be actively engaged as
partners throughout the conduct of the study.
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The Engagement Rubric
The rubric is intended to provide guidance to applicants,
merit reviewers, awardees, and engagement/program
officers (for creating milestones and monitoring projects)
regarding engagement in the conduct of research. It is
divided into three segments:

Planning the Study

Conducting the Study
Disseminating the
Study Results
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Budgeting
Things to Consider:
• Financial compensation of partners
• Expenses of partners (transportation, childcare, caregiver)
• Budgeting for program staff dedicated to engagement tasks
• Costs of engagement meetings and events (travel, food, audio visual)

• Additional time and resources to incorporate partner feedback into
various project process
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Public Posting of Partner Names
• Many members of the patient and stakeholder community have requested that PCORI make
the names of partnering individuals and organizations available to credit the contributions
of the full research team adequately.

• You should provide PCORI only those names of patient or stakeholder partners for whom
you have obtained appropriate permission to disclose their identity to PCORI and for PCORI
to use their names in public communications.
• If partners wish to remain anonymous, you may use pseudonyms or categorical descriptors
(e.g., caregiver to husband with COPD, breast cancer survivor of 20 years).

• If you are selected for funding, the individuals and organizations you provided (including
those described by pseudonym or categorical descriptor) will be listed on the project
description page along with the other information about your project (such as abstract and
PI).
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Engagement Resources
Please visit PCORI's website for updated content and resources on the Public and
Patient Engagement pages: www.pcori.org/engagement
• The value of engagement and planning for effective engagement in research
• Definitions and examples of different stakeholders
• Engagement Resources
• Engagement Plan template
• Engagement Rubric
• Compensation Framework
• PCORI in Practice webinars
• Engagement in Health Research Literature Explorer
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4.
Administrative Overview

Using the PCORI Online System
• Register as a New User and create your LOI as soon as possible
• Please note that the PI and AO cannot be the same person

• Please only use Chrome, Safari, and Firefox browsers to access the system
• https://pcori.force.com/engagement
• PCORI Online Training Slides
• PCORI Online Application Cheat Sheet
• PCORI Online Training Resources
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Applicant Eligibility
• Any private sector (non-profit or for-profit) research organization.
• Any public sector research organization (university or college hospital or
healthcare system, laboratory or manufacturer, unit of local, state, or
federal government).
• Non-domestic components of organizations based in the US and foreign
organizations may apply, as long as there is demonstrable benefit to the
US healthcare system and US efforts in the area of patient-centered
research can be clearly shown.

• Individuals are not permitted to apply.
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Letter of Intent (LOI): Requirements
• An LOI is required and must be submitted prior to the deadline.
• To submit an LOI, download the Treatment Options for Age-Related
Hearing Loss Letter of Intent Template from the Funding Center to
begin your LOI.
• All questions must be answered.
• Do not upload additional documents as part of your LOI. Letters of
endorsement or support are not accepted at this stage.

• Only those LOIs deemed most responsive (programmatically and
administratively) to this PFA will be invited to submit a full application.
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From LOI to Application
• Full applications are invited based on the information provided in the LOI.
• Changes to the following require PCORI’s approval:
• Principal investigator
• Institution
• Research question(s)
• Specific aims
• Study design
• Comparators
• Budget/period of performance
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Tips for Successful Applications
•

Adhere to the Application Guidelines for the specific PFA and funding cycle

•

Start and submit application early

•

Have a copy of your approved LOI readily accessible

•

Ensure that all team members can see the application in the system (check during the LOI stage)

•

Inform your AO of your intent to submit

•

Clearly describe comparators for the study

•

Document evidence of efficacy/effectiveness for the intervention and comparator(s) and/or their widespread use

•

Justify your power calculations based on prior evidence of anticipated effect sizes

•

Clearly demonstrate the feasibility of the study
• Show that you have the right team to conduct the proposed study

• Define and support your recruitment and retention plan
• Document that sites are already committed to participating
• Include realistic timelines for site start-up, IRB approval, and recruitment
•

Submit the completed application on/before the due date by 5:00 PM ET
31

Application Components: Research Plan
•

Research Strategy: 12 pages

• Provide all the information requested, as outlined in the template:

•

*Specific Aims

*Significance

*Background

*Study Design or Approach

Research Team & Environment: 2 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.
•

Dissemination & Implementation: 1 page
• Describe how you will make study results available to study participants after you complete the analyses,
and possible barriers to disseminating and implementing the results of this research in other settings.

•

Protection of Human Subjects: 5 pages

• PCORI follows the Federal Policy for the Protection of Human Subjects (45 CFR part 46), including the
Common Rule.
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Application Components: Research Plan
(cont.)
•

Consortium Contractual Arrangements: 5 pages
• Describe the proposed components of the research project that will be performed by subcontracted
organizations.
• 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: 10 pages
• List the full bibliographical citation for each reference. Each reference must include the names of all authors the
article title and journal or book title, the volume number, the page numbers, and the year of publication.

•

Appendices: 10 pages (optional)
• Applicants can include additional materials that they believe are useful, but reviewers are not required to
review the appendix materials in evaluating the application.

•

Methodology Standards Checklist: no page limit
• Applicants must complete each column of this checklist, as appropriate, and upload as an excel file.
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Additional Application Components
• Milestones Template: No limit
• People & Places Template

•

Professional/Patient/Stakeholder Biosketch: 5 pages per individual

•

Project/Performance Site(s) and Resources: 15 pages

• Leadership Plan Template (Dual PI Applications Only): 5 pages
• Letters of Support: no page limit

• Subcontractor Detailed Budget Template: no page limit
• Budget Justification Template: no page limit
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Application Components: Budget
• In PCORI Online, the applicant must complete the Budget tab sections:

• Detailed Research Project Budget for Each Year of the Research Project Period
• Detailed Peer-Review Budget for Peer-Review-Related Costs

• Budget Summary for Entire Project
• Complete and upload the following templates into PCORI Online:
• Subcontractor Detailed Budget Template: For each project year, complete a Detailed Budget for each
subcontractor organization proposed in your application. All personnel information must be entered in the
Personnel tab corresponding to that year in this template. Add additional rows for personnel as needed.
• Budget Justification Template: for the prime applicant and each subcontracted organization for the
entire Research Project Budget and Peer-Review Budget for all research and peer-review-related costs.
Include the federally negotiated or independently audited indirect cost rate letter (prime contractor) and
fringe benefit rate policy verification document (prime contractor).
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What happens to your application
after you submit it?

Administrative Screening
Applicants must follow the administrative requirements stated in
PCORI’s Application Guidelines.
Applications may be administratively withdrawn for the following
reasons:
• Exceeding budget or time limitations

• Not using PCORI’s required templates
• Submitting incomplete sections or applications
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Programmatic Screening
Applications may be programmatically withdrawn for the following reasons:
• Deviation from the approved LOI
• Inclusion of cost-effectiveness analysis (CEA)
• Inclusion of development and dissemination of clinical practice guidelines
(CPG)

• Not responsive to the program-specific PFA

38

5.

Merit Review

Merit Review Process

www.pcori.org/content/merit-review-process
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Application Review
Applications are reviewed against six criteria:
1.
2.
3.
4.
5.
6.

Potential for the study to fill critical gaps in
evidence
Potential for study findings to be adopted into
clinical practice and improve delivery of care
Scientific merit (research design, analysis, and
outcomes)
Investigator(s) and environment
Patient-centeredness
Patient and stakeholder engagement

▪ Each application is reviewed by three
scientists, one patient, and one
stakeholder

▪ PCORI’s Board of Governors makes
funding decisions based on merit
review and staff recommendations
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Criterion 1: Potential for the study to
fill critical gaps in evidence
•

Does the application convincingly describe the clinical burden?

•

Does the application identify a critical gap in current knowledge as noted in systematic reviews, guideline
development efforts, or previous research prioritizations?

•

Does the application identify a critical gap in current knowledge, evidenced by inconsistency in clinical
practice and decision making?

•

Would research findings from the study have the potential to fill these evidence gaps?
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Criterion 2: Potential for study findings to be
adopted into clinical practice and improve
delivery of care
•

Does the application identify who will make the decision (i.e., the decision maker) or use (i.e., the enduser) the study findings (not the intervention) this study produces, such as local and national
stakeholders?

•

Does the application identify potential end-users of study findings—such as local and national
stakeholders—and describe strategies to engage these end-users?

•

Does the application provide information that supports a demand for this kind of a study from endusers?

•

Would this study’s research findings have the potential to inform decision making for key
stakeholders? If so, provide an example. How likely is it that positive findings could be reproduced by
others, resulting in improvements in practice and patient outcomes? Identify the potential barriers
that could hinder adoption of the intervention by others.

•

Does the application describe a plan for how study findings will be disseminated beyond publication
in peer-reviewed journals and at national conferences?
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Criterion 3: Scientific merit (research
design, analysis, and outcomes)
•

Does the application describe a clear conceptual framework anchored in background literature
which informs the design, key variables, and relationship between interventions and outcomes
being tested?

•

Does the Research Plan describe rigorous methods that demonstrate adherence to the PCORI
Methodology Standards?

•

Is the overall study design justified?

•

Are the patient population and study setting appropriate for the proposed research question?

•

Does the application provide justification that the outcome measures are validated and appropriate
for the population?

•

Are each of the comparators (e.g., active intervention arm and comparator arm) described clearly
and well-justified? If “usual care” is one of the arms, is it adequately justified, and will it be
sufficiently measured?
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Criterion 4: Investigator(s) and
environment
•

How well-qualified are the PIs, collaborators, and other researchers to conduct the proposed activities?
Is there evidence of sufficient clinical or statistical expertise (if applicable)?

•

Does the investigator or co-investigator have demonstrated experience conducting projects of a
similar size, scope, and complexity?

•

If the project is collaborative or dual-PI, do the investigators have complementary and integrated
expertise? Are the leadership, governance, and organizational structures appropriate for the project?

•

Is the level of effort for each team member appropriate for successfully conducting the proposed
work.

•

Does the application describe adequate availability of and access to facilities and resources (including
patient populations, samples, and collaborative arrangements) to carry out the proposed research?

•

Is the institutional support appropriate for the proposed research?
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Criterion 5: Patient-centeredness
•

Does the application include a thorough description about which outcomes (both benefits and
harms) are important to patients, and are those outcomes included in the study plan?

•

Does the application provide information that indicates that closing the evidence gap is important
to patients and other stakeholders?

•

Are the interventions being compared in the study available to patients now, and are they the best
options for comparison (including whether they would be chosen by patients and their healthcare
providers for managing the condition being studied)?
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Criterion 6: Patient and stakeholder
engagement
•

Does the application provide a well-justified description of how the research team incorporates
stakeholder involvement? Does the study include the right individuals (e.g., patients, caregivers,
clinicians, policy makers, hospital and health system representatives, payers, purchasers, industry,
researchers, and training institutions) to ensure that the projects will be carried out successfully?

•

Does the application show evidence of active engagement among scientists, patients, and other
stakeholders throughout the research process (e.g., formulating questions, identifying outcomes,
monitoring the study, disseminating, and implementing)? Is the frequency and level of patient and
stakeholder involvement sufficient to support the study goals?

•

Is the proposed Engagement Plan appropriate and tailored to the study?

•

Are the roles and the decision-making authority of all study partners described clearly?

•

Are the organizational structure and resources appropriate to engage patients and stakeholders
throughout the project?
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Submission and Key Dates

What

When

LOI Deadline

May 29, 2019 by 5:00 pm ET

Application Deadline

September 4, 2019 by 5:00 pm ET

Merit Review Dates

November 2019

Awards Announced

February 2020

Earliest Start Date

June 2020
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Resources
Refer to the funding opportunities page in our Funding Center
(http://www.pcori.org/funding-opportunities) for the following resources:
• PFA and Application Guidelines: https://www.pcori.org/fundingopportunities/announcement/treatment-options-age-related-hearing-loss-cycle-2-2019
• PCORI Online User Manuals: https://www.pcori.org/sites/default/files/PCORI-OnlineUser-Access-Cheat-Sheet.pdf
• Sample Engagement Plans

• General Applicant FAQs: https://help.pcori.org/hc/en-us/categories/200010230Applicant-Resources
• PCORI Online: https://pcori.force.com/engagement/
• Research Methodology: http://www.pcori.org/node/4020
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Where can I find help?
Visit pcori.org/apply
▪ Application Guidelines
▪ FAQs
▪ PCORI Online User Manuals
▪ Sample Engagement Plans
Schedule a Call with a Program Officer
▪ Submit a request
▪ Call 202-627-1884 (programmatic inquiries)
▪ E-mail sciencequestions@pcori.org

Contact our Helpdesk
▪ E-mail pfa@pcori.org
▪ Call 202-627-1885 (administrative and technical inquiries)
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Q&A

Ask a question via the question box in GoToWebinar

If we are unable to address your question during this time,
e-mail the Helpdesk at pfa@pcori.org.
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Thank You

