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Presentation Objectives
Relate PCORnet to PCORI’s Evaluation Framework
Provide a high-level summary of PCORnet
Describe several ongoing evaluation activities
Invite your input and guidance
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PCORI’s overall strategic goals set the stage
for PCORnet
Increase the quantity, quality,
and timeliness of research
information
Speed the implementation
and use of evidence
Influence research funded by
others
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Evaluation Framework: Infrastructure part 1
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Evaluation Framework: Infrastructure part 2
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Infrastructure Evaluation Questions
7. What is the effect of Engagement of patients and other stakeholders in the
development of research networks on:
a. enrollment in the networks,
b. patient reported outcomes collected ,
c. feedback mechanisms to provide data and study findings to patient participants in the
Network,
d. patient participant perceptions of the Network,
e. opportunities for engagement in the studies conducted in the Network,
f. Productivity and sustainability of the network,

8. Compared to other CER studies, for studies conducted in the PCORnet, What is
the impact of PCORnet on:
a.
b.
c.
d.
e.
f.

experiences of participants in PCORnet studies,
recruitment for CER studies,
completion of CER studies,
richness of data collected,
PROs
core measures: uptake of information, and cost of information?
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Composition: PCORnet unites health systembased and patient-driven research networks*
11
Clinical Data
Research
Networks
(CDRNs)

PCORnet:

18

A national
infrastructure for
patient-centered
clinical research

PatientPowered
Research
Networks
(PPRNs)
* Both types of networks involve multiple diverse stakeholders
(patients, researchers, data/IT staff, health system leaders, clinicians)
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11 CDRN and 18 PPRN awardees that include
patient and systems in every state

This map depicts
the number of
PCORI-funded
Patient-Powered
or Clinical Data
Research
Networks that
have coverage in
each state.
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PCORnet’s vision

PCORnet will enable rapid, largescale, patient-centered research
in real-world care delivery
systems and communities.
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PCORnet organizational structure

Purposeful composition of the Steering Committee will help ensure
that PCORnet influences research funded or conducted by others
(PCORI Strategic Goal #3)
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PCORnet Phase 1 Aim and Hallmarks
PCORnet will bring together the expertise, populations, resources,
and data of its participating organizations to create a national
infrastructure that enables more efficient, patient-centered research
Hallmarks of PCORnet include:
1. Highly engaged patients, clinicians, health systems, researchers and
other partners
2. A collaborative community supported by robust governance
3. Analysis-ready standardized data with strong privacy protections
4. Oversight that protects patients, supports the timely conduct of
research, and builds trust in the research enterprise
5. Research that is sustainably integrated into care settings and with
communities of patients
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PCORnet Progress – Overall Insights
CDRNs and PPRNs up and running for ~8 months,
Coordinating Center for just over one year
Six-month evaluations, stipulated by the Board, provided
good insights into progress and challenges
Collaborative community is forming among participants
Developing communication tools, metrics to show success
and “research readiness”
Positioning PCORnet as an infrastructure that can
simultaneously support observational, interventional, and
rapid cycle delivery system-based projects
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Evaluation Activities
Independent
External
Evaluation

6-Month
Network
Evaluation

netENACT
Engagement
Survey

Metrics for
PCORnet as a
System

RAND Corporation

PCORI Program
Staff

PCORI Program
Staff

Ad hoc work group
(PCORnet &
PCORI)

Describe
PCORnet’s
implementation and
capabilities by 18
months, and identify
factors that enhance
or impede success

Assess progress of
all 29 networks
toward readiness,
i.e., ability to
conduct large-scale
clinical research

Analog to PCORI
WE-ENACT survey,
assessing role of
patient engagement

Develop qualitative
and quantitative
indicators of
network-level and
collective
performance

In progress

Completed

In progress

In progress

Meeting
observation,
document analysis,
interviews

Semi-structured
webinar interviews

Self-administered
survey

Aggregation of
performance data

Ongoing

Month 6 of each
contract

BL, 6m, 12m, 18m

Ongoing

Conducted by

Objective

Status
Approach

Timing
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External Evaluation
PCORnet Future

PCORnet Baseline

I. Process Evaluation
CC

CC

II. Capability
Evaluation
(@18 months)
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RAND Evaluation: Closer Look
Independent:


RAND evaluation team does not have a role in guiding the formation of the network or providing technical
assistance.



RAND is coordinating data collection and analysis plans with PCORI, but will not share final conclusions
except in an evaluation report and presentation that will be made available at the end of the project

Conceptual Framework:


Structure-process-outcome framework used to assess implementation progress



5 evaluation domains: (1) Governance & operations, (2) Data infrastructure, (3) Research infrastructure,
(3) Patient engagement, and (5) Stakeholder engagement

General approach:


Observe steering committee and task force meetings



Debrief quarterly with PCORnet program officers



Analyze PCORnet documents (charters, progress reports, meeting minutes)



Conduct key informant interviews with PCORnet participants, leaders, and other stakeholders near the
end of the project period



Aggregate and synthesize data to summarize performance of the network as a whole rather than the
performance of individual CDRNs and PPRNs



Anonymize notes, analyses, and reports of results to encourage candid sharing of the experiences and
views of those who participate in interviews
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Discussion
Comments, questions or reactions?
Thoughts on whom to include in later-stage key informant
interviews, e.g., a select few PCORnet “end users?”
Health system CEOs? Patients?
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6-Month Network Evaluation: Closer Look
All 29 networks received an interview guide designed to assess
how they would approach observational and interventional
research, a.k.a., “research readiness:”
 Are CDRNs on a path to transform their data into Common Data Model?
 Are PPRNs progressing on patient portals and recruitment strategies?
 Do they have robust governance structures in place to guide decision-making
about study prioritization, participation?
 Have they thought through all necessary steps in implementing a multi-center
clinical trial, including system and clinician cooperation with randomization,
protocols, monitoring, etc.?

Most networks showed that they are on a steady trajectory with
respect to general areas of readiness
 Some remediation needed

Coordinating Center participated in a majority of interviews
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Discussion
In some respects, evaluation created desire on the part
of the networks put their best foot forward…
So we asked them to discuss their capabilities through
the lens of a use case to shed light on where they still
need to make progress…
What recommendations would this group have about
future performance evaluation approaches with
awardees?
Other questions/reactions?
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Metrics for PCORnet as a System
Work in progress – metrics, dashboard under development
Designed to promote peer-learning, highlight variation
Conceptual Framework: Model for Improvement*
Driven by the 18-month aim and five hallmarks (Slide 11)
Quantitative:
 Progress on recruitment (e.g., % of cohorts recruited, # of milestones completed)
 Progress on data transformation (e.g., # of sites within a network with data mapped to
PCORnet Common Data Model)

Qualitative:
 Plan: assess network maturity along several dimensions that are tied to hallmarks
(governance, regulatory oversight, engagement, data capability, embedded research)

Challenges: Alignment & buy-in, evaluation fatigue

* Authored by Langley, Nolan, Provost, et al
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Sample System Performance Metrics
1. # of Patients willing to be contacted for future research
(assessed in cohort surveys)
2. # of Patients enrolled in rare disease cohorts
3. # of Patients enrolled in common disease cohort

Not Final!
Each has associated
challenges (e.g.,
denominator, timing,
operational definitions)

4. # of Patients enrolled in weight cohort
5. Jointly (CDRN/PPRN) developed research proposals
6. Patients with complete CDM elements
7. Queries completed
8. Validated, computable phenotypes
9. IRB Reliance Agreement or comparable streamlining
mechanism in place
10. % of contractual milestones complete
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Discussion
Are PEG members aware of any related work that could
inform our approaches, especially from other
sectors/industries?
Other questions about our work on system metrics?
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Aspirin Trial & Obesity Observational Studies
Create Opportunities to Gauge Readiness
1st PCORnet clinical trial on aspirin for secondary prevention
2 studies in planning stages that would utilize PCORnet “weight cohorts”
Each of these presents an opportunity to see if having this infrastructure
will make a difference in start-up time, ease of collaboration, achieving
recruitment goals, rapidity of data analysis

Challenges/Discussion Topics:
1. What is an appropriate comparator in each case?
2. Beyond speed/efficiency of various steps, e.g., time to IRB approval, what else
can we measure?
3. How can we judge quality of the project development process if PCORI is
funding it?
4. Not all networks will able to, or desire to participate in these studies
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Returning to PCORI’s Infrastructure
Evaluation Questions
7. What is the effect of Engagement of patients and other stakeholders in the
development of research networks on:
a. enrollment in the networks,
b. patient reported outcomes collected ,
c. feedback mechanisms to provide data and study findings to patient participants in the
Network,
d. patient participant perceptions of the Network,
e. opportunities for engagement in the studies conducted in the Network,
f. Productivity and sustainability of the network,

8. Compared to other CER studies, for studies conducted in the PCORnet, What is the
impact of PCORnet on:
a.
b.
c.
d.
e.
f.

experiences of participants in PCORnet studies,
recruitment for CER studies,
completion of CER studies,
richness of data collected,
PROs
core measures: uptake of information, and cost of information?
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Additional Discussion and Next Steps
General or specific questions about any of this work?

Thank you!
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Appendix
Content on the following slides is provided as
background and orientation to PCORnet’s structure and
component parts

These will not be presented, but may be used as a
reference during the discussion
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The 11 CDRN Partners

Goals for each Clinical Data Research
Network (CDRN)
Create a research-ready dataset of at least 1 million patients
that is secure and comprehensive
Involve patients, clinicians, and health system leaders in all
aspects of creating and running the network
Develop the ability to embed clinical trials into healthcare
operations
Identify 3 cohorts of patients who have a condition in
common, and who can be characterized and surveyed
(common disease cohort, rare disease cohort, obesity cohort)
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CDRN awardee organizations and leadership*
CDRN Name

Lead Organization

Principal Investigator

ADVANCE

Oregon Community Health Information
Network

Jennifer DeVoe

CAPriCORN

The Chicago Community Trust

Terry Mazany

Greater Plains Collaborative

University of Kansas Medical Center

Russ Waitman

Louisiana Clinical Data
Research Network

Louisiana Public Health Institute

Thomas Carton

Mid-South CDRN

Vanderbilt University

Russell Rothman

NYC-CDRN

Weill Medical College of Cornell University

Rainu Kaushal

PEDSNet

The Children’s Hospital of Philadelphia

Christopher Forrest

PORTAL

Kaiser Foundation Research Institute

Elizabeth McGlynn

pSCANNER

University of California, San Diego

Lucila Ohno-Machado

PaTH

University of Pittsburgh

Rachel Hess

SCILHS

Harvard University

Kenneth Mandl
*Each awardee works with multiple health systems

CDRNs: disease cohorts*
Organization

Common Disease Cohort

Rare Disease Cohort

ADVANCE

Diabetes

Alpha-1-antitrypsin deficiency

CAPriCORN

Anemia; asthma

Sickle cell disease; recurrent C. difficile
colitis

Greater Plains Collaborative

Breast cancer

Amyotrophic lateral sclerosis

Louisiana Clinical Data
Research Network

Diabetes

Sickle cell disease; rare cancers

NYC-CDRN

Diabetes

Cystic fibrosis

Mid-South CDRN

Coronary heart disease

Sickle cell disease

PEDSNet

Inflammatory bowel disease

Hypoplastic left heart syndrome

PORTAL

Colorectal cancer

Severe congenital heart disease

pSCANNER

Congestive heart failure

Kawasaki disease

P2ATH

Atrial fibrillation

Idiopathic pulmonary fibrosis

SCILHS

Osteoarthritis

Pulmonary arterial hypertension
* Additionally, all CDRNs are building obesity cohorts

The 18 PPRN Partners

Goals for each Patient-Powered Research
Network (PPRN)
Establish patient population with a condition of interest
(>50 patients for rare diseases; >50,000 for common
conditions)
Collect patient-reported data for ≥80% of patients
Involve patients in network governance
Create standardized research database
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PPRNs represent a number of conditions…
Organization

Principal
Investigator
Robert McBurney

Multiple sclerosis

Susan Redline

Sleep apnea

50,000

Cincinnati Children's Hospital Medical
Center
COPD Foundation

Peter Margolis

Pediatric Crohn's disease and ulcerative
colitis
Chronic obstructive pulmonary disease

15,000

Crohn’s and Colitis Foundation of
America
Global Healthy Living Foundation

R. Balfour Sartor

Inflammatory bowel disease (Crohn’s
disease and ulcerative colitis)
Arthritis (rheumatoid arthritis;
spondyloarthritis), musculoskeletal
disorders (osteoporosis), and
inflammatory conditions (psoriasis)

30,000

Massachusetts General Hospital
University of California, San Francisco

Andrew Nierenberg Major depressive disorder and bipolar
disorder
Mark Pletcher
Cardiovascular health

100,000

University of South Florida

Rebecca Sutphen

17,000

Accelerated Cure Project for Multiple
Sclerosis
American Sleep Apnea Association

Richard Mularski

Seth Ginsberg

Condition

Hereditary breast & ovarian cancer

Population
Size
20,000

50,000

50,000

50,000

….including rare diseases
Organization

Principal
Investigator

Condition

Population
Size
3,000

ALD Connect, Inc.

Florian Eichler

Adrenoleukodystrophy

Arbor Research
Collaborative for Health

Bruce Robinson

Primary nephrotic syndrome; focal segmental
glomerulosclerosis; minimal change disease; and
membranous nephropathy multiple sclerosis

Duke University

Laura Schanberg Juvenile rheumatic disease

9,000

Epilepsy Foundation

Janice Beulow

Aicardi syndrome; Lennox-Gastaut syndrome; PhelanMcDermid syndrome; hypothalamic hamartoma;
Dravet syndrome, tuberous sclerosis

1,500

Genetic Alliance, Inc.

Sharon Terry

Alström syndrome; dyskeratosis congenital; Gaucher
disease; hepatitis; inflammatory breast cancer;
Joubert syndrome; Klinefelter syndrome & associated
conditions; psoriasis; metachromatic leukodystrophy;
pseudoxanthoma elasticum

50- 50,000

Immune Deficiency
Foundation

Kathleen
Sullivan

Primary immunodeficiency diseases

1,250

Parent Project Muscular
Dystrophy

Holly Peay

Duchenne and Becker muscular dystrophy

4,000

Phelan-McDermid
Syndrome Foundation

Megan O’Boyle

Phelan-McDermid syndrome

737

University of Pennsylvania

Peter Merkel

Vasculitis

500

1,250

Coordinating Center, co-led by Harvard and Duke,
supports PCORnet

Program
Management

Resource
Center

PCORnet
Intranet

External
Website

PCORnet Infrastructure and the
“Research Triple Aim”

Interventional
Trials

Capacities will
be in place to
support all
three types of
research
Observational
Studies

Rapid Cycle
Healthcare
Delivery
Research

PCORnet Phase I: 2014 – 2015
Jan

►Phase I Kick-Off, Washington DC

2014

Mar
May
July

Sep

2015

Nov

Jan
Apr
May
July
Sep
Nov

►Common Data Model version 1.0 Released
►PCORnet Patient Council Announced
►Patient Data and Privacy Roundtable
►Aspirin Clinical Trial Topic Approved by Board of Governors
►1st Draft Governance Policies Under Review
►Aspirin Clinical Trial Process Communicated to Networks
►Test Queries Performed by the PCORnet Coordinating Center
►Network 6-month Evaluations by PCORI begin
►Phase II Pre-announcement Released
►Phase II RFP Released
►Aspirin Clinical Trial Applications Due
►Aspirin Clinical Trial Recruitment Begins
►Observational Weight Cohort Study Begins
► Phase II Begins
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