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About PCORI 

The Patient-Centered Outcomes Research Institute (PCORI) was authorized by the Patient Protection 
and Affordable Care Act of 2010 as a non-profit, nongovernmental organization and is charged with 
helping patients, clinicians, purchasers, and policy makers make better-informed decisions by 
“advancing the quality and relevance of evidence about how to prevent, diagnose, treat, monitor, and 
manage diseases, disorders, and other health conditions.” It does this by producing and promoting high-
integrity, evidence-based information that comes from research guided by patients, caregivers, and the 
broader health care community.  

PCORI’s strong patient-centered orientation directs attention to individual and system differences that 
may influence research strategies and outcomes. PCORI is charged with producing useful, relevant 
clinical evidence through the support of new research and the analysis and synthesis of existing 
research.  

PCORI is committed to transparency and a rigorous stakeholder-driven process that emphasizes patient 
engagement. PCORI uses a variety of forums and public comment periods to obtain public input to 
enhance its work.  

 

 

 

 

 

 

 

 

 

 

 
Patient-Centered Outcomes Research Institute 
1828 L St., NW, Suite 900 
Washington, DC 20036 
Phone: (202) 827-7700 
Fax: (202) 355-9558 
Email: info@pcori.org 
 
Follow us on Twitter: @PCORI 
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Opportunity Snapshot 
 
PCORI’s Large Pragmatic Clinical Trials initiative funds pragmatic clinical trials, large simple trials, or 
large-scale observational studies that compare two or more alternatives for addressing prevention, 
diagnosis, treatment, or management of a disease or symptom; improving health care system-level 
approaches to managing care; or for eliminating health or healthcare disparities. In this RFI, PCORI seeks 
information from public or private organizations who are experienced in managing and monitoring 
large-scale multicenter studies, including activities such as: management of scientific studies and 
support, clinical operations monitoring, and administrative support. 
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Background 

In December 2013, PCORI announced a new funding initiative1 to support large-scale pragmatic trials 
and observational studies to examine critical comparative real-world effectiveness questions faced by 
patients and decision-makers. These studies will involve broadly representative patient populations and 
will be large enough to provide precise estimates of hypothesized effectiveness differences and to 
support evaluation of potential differences in treatment effectiveness in patient subgroups.  

Funded proposals have a maximum allowable direct cost of $10 million and must be completed within 
five years. PCORI envisions funding between six and eight studies in early 2015, to be followed by 
additional cycles in the summer and fall of 2015 and possibly thereafter, each with the same amount of 
funding. The total amount funded for each cycle is projected to be $90 million. 

Under this initiative, relevant patient organizations, professional organizations, and/or payer or 
purchaser organizations must be included as partners and actively participate in the study. PCORI 
expects that most awards will be made for study designs that use randomization, of either individual 
participants or clusters, to avoid confounding bias, although we also recognize that exceptional 
opportunities may arise – by virtue of natural experiments and/or the existence of large registries – to 
address pragmatic questions using observational designs. 

In anticipation of a number of successful awards under this initiative, PCORI seeks information from 
interested parties concerning suitable and efficient approaches to manage, monitor, and support these 
studies. This input will help PCORI plan post-award managerial activities to ensure successful completion 
of these trials. A discussion of how external contractors would scale-up activities based on PCORI 
funding plans would be valuable. 

1 Available at pcori.org/blog/introducing-a-new-pcori-research-funding-initiative-large-pragmatic-trials/ 
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In this RFI, PCORI seeks information that describes the capabilities of organizations to perform activities 
such as:  

Management of Scientific Studies and Support 

• Critical evaluation of any deviation from study design, aims, or protocols and need for further 
peer review and IRB review, and provide recommendations to PCORI 

• Along with PCORI program staff, review and make recommendations for approval of trial 
protocols, including amendments 

• Monitor trial adherence to PCORI Methodology Committee recommendations specific to 
conduct of clinical trial, data integrity, measuring patient reported outcomes, etc. 

• Participate in publication and presentation reviews 

Clinical Operations Monitoring 

• Oversee trial conduct, including protocol development, consent form creation, recruitment of 
participants, data collection, follow up of participants, reporting adverse events, and other 
significant activities 

• Monitor trial adherence to the protocol including human subject protection 
• Monitor patient recruitment and retention 

Administrative Support 

• Participate in and manage an Executive Committee for each study, consisting of the PI, study 
Coordinator, PCORI Program Officer, and designated CRO manager 

• Obtain conflict of interest declarations from committee appointees that effectively balance 
intellectual, financial, and institutional conflicts 

• Track progress in attaining IRB approvals from clinical sites 
• Help to establish an evaluation plan and metrics to be collected for the evaluation of each study 
• Establish a liaison to major study subcommittees, including Operations, Recruitment, 

Publications, and/or Steering 
• Verify effective deployment of Data Safety and Monitoring Boards (DSMB) and monitor activities 

per PCORI published policy 
• Facilitate DSMB meetings, as appropriate 
• Manage day-to-day administrative and trial conduct queries from investigators 
• Coordinate activities among awardees and PCORI 
• Coordinate conference calls among awardees, PCORI, and other relevant parties 
• Handle queries from the public on the clinical trial. Plan at least one in-person meeting of 

approximately 12 PIs and 10 PCORI staff per year in the Washington, D.C. metro area to 
promote sharing of knowledge among awardees and planning for dissemination activities 

• Provide support for preparing presentations, manuscripts, and any other materials for internal 
and external use 

• Create a tracking database of presentations, manuscripts, and other publications 
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Other 

• Help to establish an evaluation plan and metrics to evaluate the impact of the Large Pragmatic 
Studies Funding Program 

Submission Guidelines 

PCORI seeks information from interested parties concerning suitable and efficient approaches to 
manage, monitor, and support these studies.  Interested parties should submit a five page statement 
that briefly introduces their organization’s capabilities and core competencies to perform activities such 
as those described above. Additional experience, affiliations, or perspectives may also be described. 

Responses must be submitted to rfp@pcori.org , with RFI# PCO-LPS2014 in the subject line, no later 
than 5:00 p.m. (ET) on June 23, 2014. All responses must include the names of the author(s), 
organization affiliation(s), if any, contact email address(es), and phone number(s). Please indicate 
consent for public acknowledgement of responses.  

Questions about this RFI should be submitted electronically to rfp@pcori.org with RFI# PCO-LPS2014 in 
the subject line. 

Additional Information 

Acknowledgement of Responses  

PCORI will acknowledge the names of organizations who have responded to this RFI except when 
consent has not been granted. 

Conflicts of Interest  

PCORI requires disclosure of any potential conflicts of interest. 

Disclaimer 

Response to this RFI is voluntary. PCORI does not intend to make any awards for funding based on 
responses to the RFI, to pay for the preparation of any information submitted to PCORI, or to pay for the 
use of such information. PCORI reserves the right to use information provided by submitters for any 
purpose deemed necessary and legally appropriate. 
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