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1.1 Welcome to the PCORnet® Playbook

The PCORnet® Playbook is your guide to using
PCORnet. Whether you’re a researcher, patient or
community partner, clinician, caregiver, or part
of a research team, this resource is here to help
you understand how to use PCORnet to support
patient-centered health research.

PCORnet is one of the largest real-world data
networks in the country for patient-centered
research, with a proven history of supporting
hundreds of high-quality research studies. This
network is a valuable resource designed to
make health research more efficient, especially
in patient-centered comparative clinical
effectiveness research (CER). PCORnet connects
a wide range of health data, research expertise,
and patient perspectives to improve the nation’s
ability to answer critical health questions. It
was developed with funding from the Patient-
Centered Outcomes Research Institute® (PCORI®).

Through this resource, you will learn:

* How to use PCORnet resources to find fast,
trustworthy answers to patient-centered health
research questions.

* How to design high-quality, large-scale
research projects using PCORnet services,
including engagement, data, and
outreach support.

e What to expect when collaborating with
PCORnet® Network Partners.
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The PCORnet® Playbook is a collaborative effort,
built with input from PCORnet users to meet the
needs of both new and experienced researchers.
While some basic knowledge of clinical research
is assumed, the PCORnet® Playbook is designed
to help you feel confident in using this resource
for patient-centered health research.

WHAT’S INSIDE

The PCORnet® Playbook is organized into
easy-to-navigate sections, covering the basics
of PCORnet and how to use its tools. You can
explore this resource in full or jump to specific
topics that interest you. Each section includes
answers to common questions, step-by-step
guidance, and real-life examples of how
researchers have used PCORnet to deliver
impactful, patient-centered health studies.

We will continue to add new resources, insights,
and best practices to ensure the content stays
accurate and helpful for researchers at all levels.

YOUR INPUT MATTERS

Complete the feedback form to share your
thoughts or suggestions to help us improve the
PCORnet® Playbook.

Start exploring the PCORnet® Playbook
today and unlock the full potential of
PCORnet for your research
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Providers and

1.2 Introduction to PCORnet

More than a decade ago, researchers across the
United States posed an important question:

“What if patients and caregivers,
researchers, health systems, and
clinicians across the U.S. could
work together on research that
matters to patients?”

For too long, traditional clinical research has
struggled with inefficiency and separation.
Studies often take too much time, involve overly
complicated steps, and don’t focus on the
questions that matter most to patients. Many
research projects have been shaped by academic
or business priorities rather than the real-world
concerns of patients and their caregivers. This
disconnect means that the results are often less
useful in addressing everyday health issues.

EHRs, claims,
and patient-

researchers reported data
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In 2013, PCORnet was developed with funding
from PCORI to change how research is done.
The PCORnet infrastructure brings together
patients, researchers, and healthcare systems
to collaborate, share data, and make decisions
together. By focusing on teamwork, it ensures
that everyone’s voice—especially the voice of
patients—is heard in the research process.

PCORnet links information from the electronic
health records (EHRS) of over 47 million people
across the country, along with insurance

claims and surveys where patients share their
experiences. This means researchers can include
groups of people in their studies and design
projects that represent different communities.
For example, PCORnet made studies like
ADAPTABLE (a heart health study comparing
aspirin dosages) and RECOVER (researching long
COVID) possible. These studies were not only
large-scale but also focused on questions that
impact people’s lives.

With a collaborative infrastructure and powerful
tools, PCORnet allows researchers to break down
the barriers that have held research back for so
long. That means researchers can work faster,
include more people, and deliver results that
truly help patients and caregivers in their

daily lives.

WHAT MAKES PCORnet UNIQUE?

The PCORnet infrastructure stands out from
other distributed networks because it combines
high-quality data, research expertise, and
patient partnership to support impactful patient-
centered health research. For over a decade,

this proven infrastructure has successfully
supported studies funded by federal, non-
profit, and industry partners, exhibiting
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capability and reliability as a national resource.
PCORnet demonstrates that developing shared
infrastructure can deliver:

e National-Scale Collaboration: Facilitates
studies that enable national-scale, multi-
institutional collaborations.

e Patient-Partnered Research on Questions
that Matter: Ensures research questions are
meaningful to patients and caregivers and that
outcomes are scientifically rigorous.

* Public Accessibility and Flexibility to Answer
a Range of Research Questions: Provides
services to guide interested researchers and
partners, regardless of experience level,
including non-traditional researchers such
as patient and community partners, frontline
clinicians, and caregivers. PCORnet supports
studies of all sizes, from small to large
multi-center projects, as well as a variety of
study designs, including observational and
interventional research.
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Other large-scale research infrastructures
offer some of these capabilities, but only the
PCORnet infrastructure offers them all.
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More Than 10 Years of Patient-Centered
Research

Data as of January 2025

5 0 + FUNDED BY
PCORnet® o
i edera

Studies Fede

Rﬁfﬁ:ﬁid.n(’ \fljrl;(gjsiSnoo PCORI Industry
s 53% 18%
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PCORnet is linked to
patients in every state
in the U.S.

8 PCORnet® Clinical
Research Networks
across the U.S.

47+

Million People
PCORnet represents data from everyday healthcare

encounters with more than 47 million people
annually across the U.S.

145+ 400+

Publications Publications
About PCORnet® Supported by PCORnet
Studies resources

THE PCORnet® COMMON DATA MODEL

Data from individual PCORnet® Clinical Research
Networks (CRNs) are standardized using the
PCORnet® Common Data Model (CDM). The
PCORnet® CDM is a foundational element of

the PCORnet infrastructure that brings EHRs,
claims, and other data sources from all eight
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PCORnet® CRNs into a common language that for research, such as variations in clinical

can be integrated and analyzed. Rigorous documentation, missing data, errors, and biases.
quality checks through data curation are a These limitations are inherent to all research
cornerstone of the CDM, ensuring that data are using data collected during healthcare delivery.
reliable, accurate, and suitable for meaningful However, PCORnet® CRNs are well-equipped
research. By applying consistent data definitions to help you navigate these complexities and

and structures, the PCORnet® CDM facilitates address data considerations effectively.

national-scale, multi-center research that
allows you to draw meaningful insights

. Watch these videos for more information on the
across populations.

challenges of using healthcare data and the systems
designed to address them so researchers can

Learn more about using real-world data CUBEAERE G TR

for research in the Living Textbook of I > I The Big Picture: Healthcare Data
and Interoperability

@ Common Data Models

Pragmatic Clinical Trials

In the United States, few research networks
operate on the scale of PCORnet while also
using a CDM to standardize data across sites.
While this unlocks exciting opportunities for
national-scale research, challenges remain when
working with information not originally collected

We needed a network that could
not only capture lab data across

a broad enough population to
meet our participant target, but
also allowed us to track long-
term outcomes in these patients.
PCORnet resources offer the only
networked datasets out there that
could support this research.

— Neha Pagidipati, Principal Investigator,
Empa DKD, a PCORnet® Study
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THE PCORnet® COMMON
ENGAGEMENT MODEL

The PCORnet® Common Engagement Model
establishes network-wide engagement
standards, making it easier for investigators—
especially those new to PCORnet and partner-
engaged research—to navigate the research
process. By setting clear, foundational
engagement expectations, this model helps
reduce barriers to participation, ensuring that
research powered by the PCORnet infrastructure
is accessible and impactful.

UNDERSTANDING THE
INFRASTRUCTURE OF PCORnet

The PCORnet infrastructure is a collaborative
ecosystem where PCORnet® CRNs, Patient
Partners, and the Coordinating Center for
PCORnet® work together to enable efficient,
national-scale patient-centered health
research. Each part of the infrastructure plays

an important role in fostering collaboration,
streamlining processes, and ensuring that high-
quality data and patient partnerships are at the
core of every study.

PCORnet® CLINICAL RESEARCH
NETWORKS (CRNs)

The PCORnet infrastructure includes eight

large PCORnet® CRNs across the United States.
PCORnet® CRNs leverage insights from everyday
health encounters with over 47 million people
each year. EHR data from more than 13,000
sites of care, including ambulatory and inpatient
care, academic medical centers, hospitals,
community clinics, and other healthcare
providers is the foundation of PCORnet. For
some studies, administrative claims or other

records representing care received outside the
healthcare delivery system are available. The
expansive breadth of these networks contributes
to meaningful research.

47 Million in the Network

©)

Clinical Research Coordinating
Networks (CRNs) Center

00 o)
PP
Patient
Partners

PCORnet represents data from everyday healthcare
encounters with more than 47 million people across
the U.S. each year.

A national infrastructure for patient-centered
comparative clinical effectiveness research

*The data density map illustrates single addresses that are
associated with individual PCORnet® CRN encounters.
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Is PCORnet Representative?

A key strength of PCORnet is that the patient
population accessible through the network is
broadly representative of the U.S. population
across age, sex, race, and ethnicity. This makes

it a valuable resource for studies focused on
people who receive healthcare services in the U.S.
However, it's important to recognize that PCORnet
data resources primarily represent people who
have access to healthcare services, which can

be influenced by factors such as socioeconomic
status and geographic location. Furthermore, the
representativeness of any study using PCORnet will
depend on its specific eligibility criteria, clinical
focus, population of interest, and design and
enrollment features.

60%
m U.S. Census® m PCORnet

50%
40%
30%
20%
~Alun ik
0%

aU.S. Census Bureau American Community Survey 2023

bPatient ZIP codes mapped using the Area Deprivation Index

with Quartile 1 representing areas with the highest socioeconomic
status and Quartile 4 representing areas with the lowest
socioeconomic status.
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Over the last decade, PCORnet® CRNs have
built strong partnerships and developed a deep
understanding of their data, allowing sites
participating in PCORnet to confidently assess
whether their data is fit for a particular research
purpose. This longstanding collaboration
enables PCORnet® CRNs to support the conduct
of national-scale, multi-center studies that
prioritize patient-centered outcomes with
efficiency and accuracy. You may also be able
to use PCORnet resources with data from other
research sites that are not partnered with
PCORnet, enabling a more comprehensive
analysis. This combined approach allows for
larger study populations and enhanced ability to
answer complex clinical questions.

PCORnet® CRNs

b LOVINCE W GPC

Greater Plains Collaborative

; O ot
{INSIGHT @™ Oneflorida

| Clinical Research Network

patient empowered research a pediatric learning health system

.PaTH Network @E PEDS

Science, Technology,

STA R And Research partnership
X 7

REACHnet
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THE COORDINATING CENTER FOR
PCORnet®

PCORnet® CRNs are united by the Coordinating
Center for PCORnet®, which serves as the
organizational and communication hub of
PCORnet. It offers services to investigators and
research teams, patient and community partners,
and the public. Module 3 provides details about
PCORnet services including Study Feasibility
Reviews, Network Collaborator Requests,

and Data Network Requests. These services
maximize coordination and the accessibility of
the PCORnet infrastructure. The Coordinating
Center is home to the PCORnet® Front Door,
which serves as the access point for the PCORnet
infrastructure. It also facilitates meaningful
engagement with patients, clinicians, and
researchers and leads communication efforts

to share updates, promote findings, and raise
awareness of PCORnet.

PATIENT PARTNERS

At the heart of all patient-centered health
research efforts is meaningful engagement
of people who have lived experience. Each
PCORnet® CRN includes Patient Partners, and
every PCORnet® Study requires that patients’
needs and perspectives are included in the
research process. Patient and caregiver
representatives are also included in overall
governance as members of the PCORnet®
Steering Committee. Other communities
engaged as part of research include frontline
clinicians and staff, health system leaders,
payers, and policymakers.
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Benefits of this deep engagement infrastructure
include:

Insights into the real-life impact
of a health condition, helping you
better understand its effects and

the challenges patients face as you
prepare your research.

Study designs that minimize
burden to participants, making it
easier for people to take part and
boosting enrollment.

Research goals that align with what
truly matters to patients, leading to
results that can enhance their quality
of life.

Collaboration between researchers
and patient communities,
encouraging participation in
clinical trials.

Communication of research findings
in clear, accessible ways that patients
and their caregivers can understand
and use to guide decisions about
their healthcare.

Even for those who recognize the benefits of
patient engagement, putting it into action can be
challenging. The PCORnet infrastructure reduces
these barriers by offering engagement support
and expertise. The PCORnet® Front Door team
can advise on engagement strategies, provide
resources like recruitment toolkits or patient
handbooks, and help you connect with its
extensive network of experienced partners who
are enthusiastic about contributing to research.
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GOVERNANCE TEAMS FOR PCORnet

The PCORnet® Steering Committee and Executive
Management Team guide PCORnet operations

to ensure patient-centeredness and effective
decision-making for this national resource.
Patient representation within these groups
ensures that research is meaningful and aligned
with patient needs.

The Steering Committee promotes efficient,
compliant, and open science practices, supports
accessible research tools, and prioritizes high-
quality data, while the Executive Management
Team steers strategic priorities. Additional
committees and workgroups contribute
specialized expertise to enhance governance and
decision-making.

In its first decade, the PCORnet
infrastructure has made great
strides in helping researchers
embed the patient voice at
every level. We are not experts
in clinical research, but we are
experts in what it is like to be a
patient considering participation
in a clinical trial—and for a
research team designing a study,
that expertise can be quite
valuable.

— Greg Merritt, Patient Partner on the
PCORnet® Steering Committee
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1.3 What Kind of Research Can the
PCORnet Infrastructure Support?

PCORnet is a versatile and valuable national resource that can support a wide range of

research activities.

5
”” >

(2T

[ 1]

Real-World Comparative Population Pragmatic Health Implementation
Evidence Clinical Health Research Systems Science
Research Effectiveness Research Evaluating Research Research
Using data Research Understanding intervention Studying how  Examining how to

collected from Assessing the  health outcomes effectiveness healthcare help healthcare
routine clinical benefits and of groups and in real-world delivery systems settings
practice harms of influencing practice settings function implement
different factors interventions
interventions or practices
Studies may fall into multiple categories
REAL-WORLD EVIDENCE RESEARCH COMPARATIVE CLINICAL

Real-world evidence studies use data collected
from routine health visits and other real-world
settings to generate insights that can inform
healthcare decisions. Using the vast amount
of data available through PCORnet, you can
conduct observational studies, assess the
effectiveness and safety of treatments, and learn
about the natural history of diseases. These
types of studies are crucial for understanding
how interventions work in different patient
populations and real-world healthcare
settings, providing valuable information that
complements traditional clinical trials.
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EFFECTIVENESS RESEARCH

Comparative clinical effectiveness research (CER)
compares two or more interventions or strategies
to prevent, diagnose, monitor, or treat a health
condition. By comparing options that have been
proven to work or are commonly used, CER helps
patients, clinicians, and policymakers make
informed decisions about health and healthcare.
The extensive data resources and collaborative
network available through PCORnet enable you
to conduct multi-center CER studies at a national
scale, providing strong evidence on the relative
effectiveness of different interventions. Through
access to large populations, you are also able to
design studies based on real-world treatment
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patterns, better recruit patients with specific
health conditions, understand various treatment
effects, and combine health outcomes data with
patient-reported outcomes.

POPULATION HEALTH RESEARCH

Population health research focuses on
understanding the health outcomes of groups

of people and the factors that affect those
outcomes. The data sources available through
PCORnet are ideal for conducting this type of
research. By analyzing data on social factors,
healthcare utilization, and health outcomes, you
can identify patterns to inform population health
interventions and policies.

PRAGMATIC RESEARCH

Pragmatic research evaluates how well a
potential treatment or strategy works in real-
world healthcare settings, as opposed to the
controlled environments of traditional clinical
trials. These studies provide evidence that

can be directly applied to everyday clinical
practice. The PCORnet infrastructure supports
pragmatic research by facilitating the collection
and analysis of real-world data, enabling you
to assess the impact of interventions in routine
care settings. The infrastructure also enables
research designs that are embedded in

care settings.
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HEALTH SYSTEMS RESEARCH

Health systems research examines how
healthcare delivery systems work and how they
can be improved to enhance healthcare quality
and efficiency. By studying various aspects of
healthcare systems, such as care coordination,
patient engagement, and health information
technology, the PCORnet infrastructure makes it
possible to identify best practices and develop
strategies to improve healthcare delivery.

IMPLEMENTATION SCIENCE
RESEARCH

Implementation science studies examine

how best to help healthcare delivery settings
implement an effective intervention or evidence-
based practice, thereby improving the quality
of care. The goal of these studies is to identify
factors that influence successful uptake of
research findings within a broader community.
Results of implementation science studies
inform rollout efforts of improved practices on a
wide scale.

As a massive research network
that can capture information
from many healthcare systems,
PCORnet had an important role
during the pandemic response.
Via PCORnet, the CDC and others
learned detailed surveillance
information that was essential
to help our leaders, institutions,
and patients understand and
combat the pandemic.

— Tom Carton, Principal Investigator
at REACHnet, a PCORnet® Clinical
Research Network
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1.4 Frequently Asked Questions

Are all PCORnet® Studies funded
by PCORI?

No, PCORnet® Studies are supported by a range
of funding sources. Besides PCORI, other funders
have included the National Institutes of Health
(NIH) and companies in the pharmaceutical and
biotech industries. Use of PCORnet (e.g., for

a feasibility query) does not guarantee future
PCORI funding for the research.

Is PCORnet only for multi-center studies?

No, research powered by PCORnet® can be of
any size. Although a recognized strength of the
PCORnet infrastructure is its ability to support
multi-center studies, the PCORnet infrastructure
has successfully powered smaller research
studies that contributed valuable knowledge.
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Can PCORnet® Studies include sites
outside PCORnet?

Yes, PCORnet® Studies may be able to partner
with sites that are not participating in PCORnet.

Am | able to access raw data through
PCORnet?

PCORnet is a distributed network, not an
aggregated data source. A key security feature
of the PCORnet infrastructure is that the patient-
level data remain with each PCORnet® CRN
behind its firewall protected under HIPAA and
are not combined into a single data pool or data
warehouse. The PCORnet approach is to share
only the minimum necessary information needed
to answer a research question.
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Can | use the PCORnet infrastructure to
design representative studies?

Yes, you can use the PCORnet infrastructure

not only to conduct studies, but also to design
for and evaluate representativeness. PCORnet®
Population Insights Reports offer the ability to
compare a specific study sample with all eligible
patients from sites participating in PCORnet.

Sample Assessment

PRESERVE Comparison Population
Study Sample (PCORnet 2023 pediatric

(Denburg patients with chronic
Variable etal.2023) kidney disease)
Age in years,
mean (SD) 9.4 (5.3) 10.2 (6.0)
Female, % 51.1 43
Black or African 1.9 X
American, % ’ 4
White, % 53.6 60
Hispanic, % 14.5 21

Sources: PRESERVE Study Methods Publication;
PCORnet Pediatric Population Insights Report

What does PCORnet offer other
than data?

PCORnet offers far more than data—it can be
used to accelerate and enhance every stage of
the research process. Through the PCORnet®
Front Door, tailored support is available even
without using data from PCORnet® CRNs.
Investigators can explore study feasibility
through prep-to-research queries to ensure
research questions align with available
resources before launching a full study. The
infrastructure also supports collaboration by
connecting researchers with clinical sites and
study partners, streamlining patient
recruitment efforts and strengthening

overall research designs.
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Beyond research logistics, the network serves as
a vital hub for engagement and dissemination,
providing access to stakeholders such as
patients, clinicians, and health system leaders
who offer valuable insights throughout the
research process. Best practice sharing and
opportunities for patient and community
engagement help ensure studies reflect real-
world needs and priorities. Dissemination
channels further support researchers by
amplifying findings, increasing the likelihood
that evidence-based insights reach the

right audiences and inform clinical practice.

By offering these essential services, the
infrastructure of PCORnet enables more efficient
and impactful research while driving meaningful
improvements in healthcare.

How do | use the PCORnet infrastructure?

The PCORnet® Front Door is the access point

for potential investigators, patient groups,
healthcare organizations, clinicians and clinician
groups, government, industry scientists,

sponsors, and all others who are interested

in using the PCORnet infrastructure and
collaborating on patient-centered research. The
PCORnet® Front Door team can assist in creating
budget estimates and identifying resources for
your proposed study.

We want to thank the many individuals who have
contributed their time and valuable input to
developing the PCORnet® Playbook.

Proceed to Module 2:
Getting Started with PCORnet
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