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DATA ANALYSIS

Pragmatic Trials in Action: Demonstration Projects 

22 
Demonstration Projects 38 investigators 

PILOT 
IMPACt-LBP 

IMPLEMENTATION 

SITE ACTIVATION 

ENROLLMENT 
ACP PEACE, BackInAction,  
BeatPain Utah, FM TIPS, GGC4H, 
GRACE, HiLo, NOHARM, Nudge, 
OPTIMUM 

FOLLOW-UP 
PRIM-ER 

DATA AVAILABILITY 

DATA ANALYSIS 
ICD-Pieces 

REPORTING: 
Internal Dissemination 

REPORTING: 
Public Dissemination 

ABATE, EMBED  LIRE, 
PPACT  PROVEN, SPOT 
STOP CRC, TiME, TSOS 

1,138
clinical sites 45 states 

946,537
total participants 

Trial characteristics   
Trial designs

7 parallel groups with
individual randomization 

10 parallel groups with cluster 
randomization

5 stepped-wedge cluster
 randomization 

Intervention type 

10 therapeutic 

oper   8 ational/
educational

4 hybrid 

  

Target population 

2 
healthy 

7
one chronic 

condition 

 5
multiple
chronic 

conditions 

 6
acute 

 2 
end of life 

Target of intervention 

pa
14 

tient clinician 
4

pa
4
tient 

and 
clinician 

Participant age 

adults 
21 

adolescent 
1

Approaches to notifica tion/authorization 

8 waiver of consent* 

8 individual consent† 

4 notifica tion or opt-out 

2 hybrid 

*All stepped-wedge trials used waiver of consent 
†All but 1 (Nudge) of the individually randomized trials had some 
form of individual consent 

Use of electronic health records (EHRs) 

Eligibility determination: 

17 trials 

Intervention delivery: 

12 trials 

Outcome assessment:

21 trials 

 
At least 

25 
different 

EHR systems 

Milestone progression (average time elapsed) 

UH3 award to first 
patient enrolled 

155 days 

Enrollment 
period 

971 days 

Observation 
period after 

last patient enrolled 

325 days 

End of  
observation period 
to database lock 

168 days 

Database lock 
to manuscript
accepted 

527 days 

Database lock to 
ClinicalTrials.gov 
reporting 

528 days 

Dissemination 
146 
publications

 300 
presentations 

Key contributors 
to success 
• Collaboratory support and spirit 

of openness (sharing lessons, 
troubleshooting challenges) 

• Planning phase 
• Early and ongoing engagement with

healthcare systems and clinicians 
• Choosing endpoints that are captured 

reliably as part of routine care 
• Keeping intervention and outcomes as 

simple as possible 
• Minimizing burden on healthcare 

system staff 
• Monitoring implementation 
• Ability to adapt 

Common challenges 
• Uncertainty of ethics and regulatory 

frameworks 
• Unanticipated changes 
• Complexity of leveraging EHR 
• Selecting the ideal study design and 

analysis method 
• Intervention fidelity  
• Competing quality improvement 

initiatives 
• Technological and cultural barriers to 

implementation 
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