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PCORI’s Legislative Mandate – to Serve
Decision-Makers
“The purpose of the Institute is to assist patients, clinicians, purchasers, and
policy-makers in making informed health decisions by advancing the quality
and relevance of evidence concerning the manner in which diseases,
disorders, and other health conditions can effectively and appropriately be
prevented, diagnosed, treated, monitored, and managed through research
and evidence synthesis...
… and the dissemination of research findings with respect to
the relative health outcomes, clinical effectiveness, and
appropriateness of the medical treatments, services...”
Patient Protection and Affordable Care Act 2010
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PCORI Has used 3 Major CER Funding Awards
Since
2012

Broad

• Investigator-initiated, any topic that could change practice
• CER, patient-centeredness and engagement required
• Up to $1.5 million, three years

• Single stakeholder-driven topic, narrow questions
• CER, patient-centeredness, robust engagement expected
2013
Targeted • Much larger, variable funding amounts, 3-5 years

$773
Mil

$535
Mil

$$

• Stakeholder- or investigator-recommended topics $415
Mil
2015
• CER, patient-centeredness, robust engagement required
Pragmatic • Up to $10 million direct costs, 5 years

About PCORI’s Research Portfolio

As of November 2017

PCORI Research Focuses on High Cost, High-Impact Conditions

National Per Capita
Expenditure

Condition

# Studies

Investment
(millions)

10
14
8
17
11
16
16
3
12
35
77
19
1
4
13
29

$41
$68
$59
$89
$22
$67
$51
$5
$64
$122
$285
$94
$14
$8
$43
$68 M

$32,027
Stroke
Heart Failure
Hepatitis (Chronic Viral B & C)
COPD
Schizophrenia/Other Psychotic Disorders
Chronic Kidney Disease
Asthma
Atrial Fibrillation
Alzheimer's Disease/Dementia
Depression
Cancer
Ischemic Heart Disease
Osteoporosis
HIV/AIDS
Arthritis
$15,920
Diabetes

PCORI has 224
studies determining
what works best in
care for the 16
highest cost
conditions in the
U.S.

High cost clinical conditions identified by
The Centers for Medicare & Medicaid
Services for 2015.
The PCORI CER portfolio includes 392
active/completed studies funded as of
September 12, 2017.
Analysis excludes Methods, Pilots, PPRNs
and CDRNs, and Engagement Awards.
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PCORI-Funded Research Results Highlights
For Many with Type 2
Diabetes, Daily Finger Sticks
Offer Little Health Benefit

Oral Antibiotics Work as
Well as IV Posthospitalization with Fewer
Costly Complications

Simple Questionnaire
Enhances Shared Decision
Making about Chest Pain
Available at www.PCORI.org/about-us/fact-sheets
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Case Study: Type 2 Diabetes
•

Should noninsulin-treated patients with type 2 diabetes self-monitor their blood
glucose levels?
– A PCORI-funded study found no clinically or statistically significant
differences at 1 year in glycemic control or health-related quality of life
between noninsulin-treated patients with type 2 diabetes who performed
self-monitoring and those who did not.

The Results: Impact on Utilization and Costs
•

Over five years, discontinuing self-monitoring in this population:

Avoids using
10 billion test
strips

Saves $2.3 billion
per year in
healthcare costs

Saves $11.6 billion
over 5 years

Remaining Letter of Intent Due Dates
2018
Feb

Broads

Pragmatic
Clinical
Studies

Targeted
Awards

Jul

2019
Oct

Feb

Public Availability of Primary CER Results
As of Q2-18, 52 CER Studies have their primary
results peer-reviewed and publicly available, and
this number is steadily increasing
• Primary results are results that report on a comparison
of clinical approaches using the pre-specified primary
outcome(s). Also commonly referred to as primary
publications, or public disclosure of results

60

Primary CER Results
Publicly Available
(cumulative)

40

• Primary results can be made publicly available by being 20
published in a peer-reviewed journal, and/or by
completing the PCORI Peer Review Process and having
0
abstracts posted to PCORI.org

52

6
Q1-17

9

16

Q2-17

Q3-17

25
Q4-17

32

Q1-18

Of the 52 CER studies with primary results:
• 36 (69%) were first made available via publications
• 16 (31%) were first made available via PCORI.org

Update:
As of 5/15/18, 74 CER
studies have publicly
available primary
results

Q2-18

Moving to Dissemination and
Implementation of Findings from
PCORI-funded Studies

Dissemination & Implementation Program
The D&I Program is charged with heightening
awareness of the results of PCORI-funded
research, and with advancing efforts to put these
findings into use to improve healthcare delivery
and health outcomes.

PCORI Dissemination & Implementation Activities

NEW: Implementation
of Evidence from
Major PCORI Research
Investments (Open)

PCORI Evidence
Updates
CME/CE
Engagement Awards:
• Dissemination
Initiatives
• Building Capacity for
Dissemination

Dissemination
activities to bring
results to audiences
that will have a strong
interest in using them

Implementation
activities to change
practice

• Conference Support
Convening and Input from PCORI Stakeholders &
Building Capacity of Communities and Others

Implementation
Awards for PCORI
Findings (PCORI
Awardees)
Implementation of
Shared Decision
Making (Open)
AHRQ/PCORI
Collaborative Projects

13

Public and Professional Abstracts

Evidence Updates
•

Activities to disseminate results from PCORI-funded research on Current
Treatments for Localized Prostate Cancer and Symptom-Related Quality of Life
include Evidence Updates for Clinicians and Patients

New Initiatives to Better Understand the Evidence
Around New and Emerging Technologies
•

PCORI will establish a Horizon Scanning Program
– Horizon scanning identifies and monitors target technologies and
therapeutics in healthcare to helps stakeholders and PCORI identify and
monitor important new therapeutics and technologies before they enter the
market

•

PCORI will commission topic brief summaries on new and emerging technologies
intended both to meet information needs and to inform more definitive research
– PCORI is currently developing its first brief on CRISPR and CAR-T (expected in
6 months)

•

PCORI will develop evidence maps to better identify area where more research is
needed
– This will revitalize topic and research question priority setting and
refinement using tools from Horizon Scanning, emerging topic briefs,
evidence mapping, and consultation with stakeholders
16

PCORnet: If You Build It They Will Come!

PCORnet® embodies a "network of networks" that
harness the power of partnerships

20
Patient-Powered
Research Networks
(PPRNs)

+

13
Clinical Data
Research Networks
(CDRNs)

+

1
Coordinating
Center

=

A national infrastructure
for people-centered
clinical research

Resulting in a national evidence system
with demonstrated research potential
Sex
Female

PCORnet represents:

Male

~128 million patients

Race

White

Missing

Missing

Age

Non-White

who have had a medical encounter
in the past 5 years
*some individuals may have visited more than one Network Partner
and would be counted more than once

0–4

5–14

22–64

15–21

65+

Pool of
patients
For clinical trials

42,545,341

For observational studies

83,131,450
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PCORnet: Common Data Model (CDM)
•
•

•
•

Based on FDA Sentinel
Common Data Model
Licensed under
Creative Commons
(open-access, use,
and share)
Allows for
interoperability
Designed to promote
multi-site research
and expansion to
additional sites,
systems and plans

PCORnet: Distributed Research Network
The Requestor sends
a question to the
PCORnet Coordinating
Center through the
Front Door

Requestor

The Coordinating Center
converts the question into a
query with an underlying
executable code, and sends
it to PCORnet partners

Front Door

PCORnet partners review the
query and provide a response,
which is sent back through the
Front Door to the Requestor

Response

Question
Query
PCORnet
Coordinating
Center

PCORnet: Collaborative Research Groups
Collaborative
Research Groups
(CRGs):
Catalyzing
multi-network
research

• Autoimmune and
systemic
inflammatory
syndromes
• Cancer
• Cardiovascular
health
• Diabetes and obesity
• Health disparities
• Health Services
Research
• Kidney health
• Pediatrics
• Pulmonary

PCORnet Research Studies Underway

•

Many of the research studies underway in PCORnet are externally funded or cofunded.
As of Q2-18, there are 64 externally- or co-funded studies underway in PCORnet.
Research Studies
Ongoing in PCORnet
(Cumulative)

120
100
80

Studies

•

60
40
20
0

58

60

Externally-Funded

4

4

4

Co-Funded with PCORI

41

45

45

55

15
11

21
4
18

26
4
24

35

40

4

4

26

29

43

46

4

4

34
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Q1-16 Q2-16 Q3-16 Q4-16 Q1-17 Q2-17 Q3-17 Q4-17 Q1-18 Q2-18

PCORI-Funded

ADAPTABLE Study: Enabling Pragmatic Research:
eScreening, eEnrollment and eFollow-up
Patients with known coronary artery disease, > 1 additional RF, identified
through EHR followed by direct patient email recruitment and e-consenting
Pts. contacted electronically with trial information and eConsent;
Treatment assignment will be provided directly to patient

N=15,000

ASA 81 mg QD
(n=10,000)

ASA 325 mg QD
(n=10,000)

*Enrichment factors
• age > 65 years
• creatinine > 1.5

Electronic F/U Q 4 months;
supplemented with EHR/CDM/claims data

Duration: Enrollment over 24 months;
maximum f/u of 30 months

Primary Endpoint: Composite of all-cause mortality,
nonfatal MI, nonfatal stroke
Primary Safety Endpoint: Major bleeding complications

• diabetes
• known 3-vessel
coronary artery
disease
• current cerebrovascular disease
and/or peripheral
artery disease,
• known ejection
fraction <50%
• current smoker

PCORnet: Rapid Cycle Research & Projects
•

$7M approved to utilize PCORnet infrastructure to support stakeholder-prioritized research
Descriptive Analysis
OR
Approval

Modified
Review

Small Observational
Studies

Topic
Proposal

Project
Plan

Pre-Approval:
Less than 3 months

Protocol and
Budget Finalized &
Contract Executed

Post-Approval:
1 month

~ 1 year from Topic to Results

Up to 700K in funding

Approved Projects:
up to 9 months

PCORnet Approved Rapid-Cycle Research Projects:
Topic Area

Research
Question

Project
Completed

PCSK9

Trends and current prevalence of use of PCSK9 Inhibitors in
persons who are eligible for statin therapy

April 2018

Cancer

Patterns of use of molecular and genetic
biomarkers/targeted cancer treatment for new onset solid
tumors

June 2018

T2DM

Trends in use of newer agents in treatment of T2D and the
potential for outcomes studies

Sept 2018

Hep C

Do pts with Hep C who are prescribed newer direct acting
antiviral meds experience higher rates of adverse events
than pts with Hep C who are untreated?

Nov 2018

Opioids

Potential of PCORnet to conduct surveillance of Opioid
prescribing patterns and adverse events

April 2019

Introducing the
People-Centered Research Foundation (PCRF)

Kathy Hudson, PhD, Chief Executive Officer

PCORI, PCORnet, and PCRF Relationships
• PCORnet is a large national clinical research network that is
independent from but was developed with initial funding from the
Patient-Centered Outcomes Research Institute (PCORI) with unique
data, clinical trial, and engagement capabilities
• PCORnet aims to deliver answers to questions that matter most to
patients, clinicians and health systems faster and more affordably
• PCRF is a nonprofit charitable organization created by leaders of
networks participating in PCORnet that ensures coordination and long
term sustainability
• PCORI currently has awarded funding to networks participating in
PCORnet and to PCRF

PCORI, PCORnet, and PCRF Relationships
• PCORnet is going through an evolution to ensure that all parts
of the network are committed and able to conduct highly
efficient, networked, and patient-centered studies, supported
by a range of public and private research funders
• Two initial areas of major focus for PCORnet are research
related to “heart and mind” conditions; however, PCORnet is
intended to be a resource for conducting critical research in
other areas and is receptive to proposals across the clinical
spectrum

PCORI 2.0 – Future Outlook

PCORI’s 8-Year GAO Report
has been published!

“

PCORI Committed Funds Primarily to
Research and Data Capacity Efforts;
Awards for Dissemination and
Implementation of Findings Were
Limited as Most Research Was Still
Underway

“

Officials from most stakeholder
organizations we interviewed
generally agreed that PCORnet offers
value by improving the data available
to conduct CER

“

PCORI research awards have
increasingly focused on conditions
that impose a substantial health or
financial burden on patients and the
healthcare system

Government Accountability Office. (2018). Comparative Effectiveness Research:
31
Activities Funded by the Patient-Centered Outcomes Research Trust Fund. GAO-18-311.

Current Priorities for Reauthorization

•

Increase awareness of PCORI to policymaking community

•

Showcase the value and impact of research

•

Continued engagement with key stakeholders

•

Frame the role of PCORI for the next 10 years

•

Build upon third-party support

Key Goals and Targets for Action
Identify Congressional Champions and
Prioritize PCORI Reauthorization

Reintroduce
Reauthorization Bill

GAO Report

Midterm Elections

PCORTF Sunset

Jan – March/April – Oct 2018

Nov 2018

Sept 2019

Jan – June 2019

2020

As we work to reauthorize PCORI’s funding for the future, it is important to
know that PCORI is committed to fulfilling our mandate from Congress and
will continue to exist and support the generation of patient-centered
research beyond 2019.

33

What Comes Next?
•

Congress will need to reauthorize the PCOR Trust Fund and the funding
mechanisms that support it by September 30, 2019

•

PCORI hopes to continue its mission as a unique public-private partnership
dedicated to supporting and informing “end-users” of research – patients,
caregivers, clinicians, systems, and payers

•

PCORI has invested in and built a clinical research infrastructure to support
future CER, health systems, and other clinical research with the goal of
sustainability with or without PCORI funding after 2019
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Thank you!
Questions?

