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What is a fumble?

The Fumble: 1987 AFC Championship (Broncos vs. Browns)

“To grope for or handle something 
clumsily or aimlessly.”

“To drop or lose control of (the ball), 
sometimes causing a turnover.”

In American Football:

In Merriam Webster:

“When one is given a chance and 
somehow messes up.”

On social media:



NASEM. 2013. Best Care at Lower Cost: The Path to Continuously Learning Health Care in America. 
Washington, DC: The National Academies Press. https://doi.org/10.17226/13444.



Records were immediately updated and 
available for use by patients

Care delivered was proven reliable at 
the core and tailored at the margins

Patient and family needs and 
preferences were a central part of the 
decision process

All team members were fully informed in 
real time about each other’s activities

National Academies of Sciences, Engineering, and Medicine. 2013. Best Care at Lower Cost: The Path to Continuously Learning Health Care in America. 
Washington, DC: The National Academies Press. https://doi.org/10.17226/13444.

But what if…

Prices and total costs were fully 
transparent to all participants

Payment incentives were structured to 
reward outcomes and value, not 
volume

 Errors were promptly identified and 
corrected; and

Results were routinely captured and 
used for continuous improvement.



Conducted within the healthcare 
system

Streamlined procedures and 
infrastructure

Answer questions with major public 
health importance

Diverse, representative study 
population



A Decade Ago: The High Hopes for PCTs

“Pragmatic clinical trials 
are having a moment—
actually, a decade.”
-Platt, Bosworth, Simon?

• 80% of PCT PubMed hits in last 10 years
• PRECIS-2 ~700 citations

Platt R, Bosworth HB, Simon GE. JAMA. 2024;332(22):1875–1876. 



Fast Forward to 2025: Are We Still Fumbling? 

2x 

 # of endpoints

3x 

# of datapoints

“Protocol complexity has steadily risen, 
increasing site workload and patient burden 
rather than reducing them. The industry tends 
to point out that simplifying protocols could 
reduce patient burden, but without a 
fundamental shift in trial design philosophy, 
the industry’s cautious approach will 
continue to slow progress.”

•.

Source: WCG 2O24 Clinical Research Site Challenges Report

Vs. 2015



Fast Forward to 2025: Are We Still Fumbling? 

105%
↑ in dropout rates

27%
↑ in time from 

protocol approval to 
FPV

113%
↑ in substantial 

amendments

Source: WCG 2O24 Clinical Research Site Challenges Report

Vs. 2015



Fast Forward to 2025: Are We Still Fumbling? 

• Not all “positive” trials adopted by 
health systems

• Some “negative” trials were adopted 
(subgroup effects, patient/staff 
satisfaction, optics)

• Trial success ≠ system priorities

Source: Getting the Right Evidence to Decision-Makers Faster: Insights From the NIH Pragmatic 
Trials Collaboratory: NIH-Hosted Workshop (June 2023)



Why the Disconnect?

• Different audiences require different kinds of 
evidence.
• Systems: want timely, actionable signals (often 

subgroup- or cost-driven)
• Funders/guidelines: want p<0.05, prespecified 

endpoints
• NIH-style 5-10 year studies misaligned with 

systems’ 2-3 year decision horizons
• Cost and EHR infrastructure rarely factored in

“Researchers often have a tail-wagging-the-dog 
problem. We assume if we think something is a 
good idea, the healthcare system will too... We 
need to remember that we’re the tail and the 

healthcare system is the dog.”
-Greg Simon, MD, MPH

Platt R, Bosworth HB, Simon GE. JAMA. 2024;332(22):1875–1876. 



Not-so-easy lessons for the next decade

Health system-friendly timelines
(2-3 years)

Align outcomes with system priorities (Ask: 
what would motivate systems to adopt?)

Flexibility in design and 
implementation

Collect sustainability data from 
the start



“Fumbles” are part of the game

• Progress takes time
• We can’t improve if we only 

share wins
• Transparency + teamwork  

helps us bounce back faster



The Playbook

• Inspired by the Collaboratory 
Living Textbook + PCORnet 
lessons

• Practical “drills” for avoiding 
common fumbles (recruitment, 
workflow, outcome capture)

• Tool for sharing, refining, and 
learning 

It’s not “failing faster,” it’s 
learning sooner. 



• Standard format

• Harmonized definitions

• Quality checked in advance



The PCORnet Track Record 



Goal

Learn how to engage 
with the PCORnet 

community 

Design projects that 
appropriately leverage 

infrastructure

Know what to expect 
when working with 
Network Partners

Develop a user guide and 
instruction manual to catalyze and 

support national-scale research



Playbook 
Project 
Team

Network 
Governing 

Committees

Innovation 
Workgroup

The 
Coordinating 

Center for 
PCORnet®

Patient 
partners

PCORnet 
“naïve” 
panel

PCORnet® 
CRNs and 
CRN sites

Investigators, project 
managers, data and 

technology 
specialists, etc

User-centered design 
process: Engage PCORnet 
groups, partners, and 
members of the 
Playbook’s intended 
audience to inform and 
guide the content 

Playbook Development



Module #1 Module #2 Module #3 Module #1 Module #3

Module #2
Module #2

Module #1 Module #3

Prioritized

Maintain and share list

Revised and finalize

Final module topics

Future expansion list

Topic Prioritization



Launching 2025
Modules Content Includes

1: Introduction • Benefits of using PCORnet
• Types of research PCORnet can support

2: Getting Started in PCORnet • How PCORnet supports research teams
• What is a PCORnet® Study?

3: Using PCORnet to Support Your Research • What to expect: process, timing, and pricing
• Types of requests

4: Dissemination and Implementation • Expectations for PCORnet® Studies
• Sharing opportunities through PCORnet

5: Case Studies • Examples of a variety of PCORnet® Studies



Playbook Overview
Getting to know the Playbook



Playbook Overview
Getting to know PCORnet



Module 1: Introduction to PCORnet
Sharing the vision



Module 1: Introduction to PCORnet
Illustrating study diversity



Module 1: Introduction to PCORnet 
Links to external resources



Module 1: Introduction to PCORnet
Highlighting Partnerships



Module 1: Introduction to PCORnet
Answering FAQs



Module 2: Getting Started with PCORnet
How to access the Front Door



Module 2: Getting Started with PCORnet
How to access the Front Door



Module 2: Getting Started with PCORnet
Defining “PCORnet Study” 



Module 3: Using PCORnet® to Power Your Research

Demystifying the process



Module 3: Using PCORnet® to Power Your Research

“What does PCORnet offer besides data”?



Module 3: Using PCORnet® to Power Your Research
“What is a feasibility review?”



Module 3: Using PCORnet® to Power Your Research
“What is a Data Network Request?”



Module 3: Using PCORnet® to Power Your Research
Pricing Guidance

Planning services provided at no cost
• Study Feasibility Reviews
• Data Network Requests
• Network Collaborator Requests

“Costs depend on the needs of a 
study and vary across different 
PCORnet® CRNs, so this module 

doesn’t include specific amounts. 
However, it provides general 

guidance and describes the various 
factors that influence cost and how 

to account for them.”

Study Costs
• Site-Specific Activities
• Query Costs



Links to other resources
Connecting to other PCORnet tools



All modules are available for PDF download



Quotes from Collaborators
Making it personal



The Playbook is publicly available on Pcornet.org under “Resources”

Where is the Playbook? 



Feedback Form



Long-Term Vision

○ Regular review and maintenance
○ Ongoing enhancement and expansion
○ Similar to NIH Pragmatic Trials Collaboratory’s 

Living Textbook (rethinkingclinicaltrials.org)



What’s Next 
Module Topic Target Date

Engagement 
     (partnership with Vanderbilt team)

2026

Dissemination and Implementation Q3 2025

Case Studies Q4 2025

Representativeness 
      (possible integration with existing module)

Q4 2025

Digital Toolkit 
      (possible integration with existing module)

Q1 2026 (tentative)



Q&A
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