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Goal of transparent reporting

From the Living Textbook chapter on dissemination approaches

“Good reporting allows decision 

makers to judge how applicable 

the results of the PCT are to 

their own conditions and 

environments.”



Guidance on what to report

• ClinicalTrials.gov

• CONSORT (2010)
• Pragmatic trials extension (2008)

• Cluster trials extension (2012)

• PRO extension (2013)

• Pilot & Feasibility (2016)

• NIH Collaboratory PCT Reporting Template
• Special considerations for reporting embedded pragmatic trials

• Available on the Living Textbook (and in your meeting materials)

• Living Textbook chapters on dissemination: 
experience from the Demonstration Projects



ClinicalTrials.gov
Requirement: Register clinical trials & report key data about the 
trial design, study population & outcomes



CONSORT

• Evidence-based, minimum set of 
recommendations for reporting randomized 
trials

• Standard way for authors to prepare reports of 
trial findings

• Facilitates complete & transparent reporting 

• Aids in critical appraisal & interpretation

www.consort-statement.org/



CONSORT extensions



CONSORT pragmatic trial extension

From authors of the CONSORT Pragmatic Trial extension (Zwarenstein et 
al., 2008)



Special considerations for ePCTs

• Who were the stakeholders & how were they 
engaged to participate in the design, conduct, or 
dissemination?

• Was cluster randomization used?

• How were data from EHRs used in the research?

• How were unanticipated changes in study arms 
accommodated?

• Did the trial need alternate approaches to 
informed consent or protection of human 
subjects?



PCT Reporting Template

Find a copy of the 
PCT Reporting 
Template in your 
meeting materials



PCT Reporting Template

Follows CONSORT headings with additional 
considerations for embedded PCTs:

• How data from EHR were collected & 
validated 

• How changes in study arms were 
accommodated

• How and when stakeholders were engaged

• How and when informed consent was 
obtained



Living Textbook: Reporting and 
Dissemination
• Chapters reflect first-

hand experiences from 
the Demonstration 
Project Principal 
Investigators

• Case studies illustrate 
challenges and real-
world solutions to the 
implementation & 
dissemination of ePCTs



Data sharing and reporting

From the Living Textbook chapter on data sharing and embedded 
research

“Emerging policies and 

procedures for sharing 

analyzable research datasets 

hold great promise for increasing 

transparency and reproducibility 

in medical research.”



Key takeaways

• Embedded pragmatic trials bring tradeoffs in 
flexibility, adherence, and generalizability

• Endpoints and outcomes should be 
meaningful to providers and patients

• Real-world evidence from ePCTs can promote 
sustainable ways to improve healthcare


