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APPENDIX D: THE PCORI METHODOLOGY COMMITTEE’S APPROACH TO THE 

AUTHORIZING LEGISLATION 

 

PCORI’s authorizing legislation1 directed the PCORI Methodology Committee to pursue three 

major activities: creation of a “translation table,” development of methodological standards for 

research, and generation of recommendations to promote adherence to the methodological 

standards. The committee began its work by defining terms and considering the various 

approaches that might be taken in responding to these specific requirements in the legislation. 

Translation table. The legislation specifies that the PCORI Methodology Committee must 
develop or devise “a translation table that is designed to provide guidance and act as a 
reference for the Board to determine research methods that are most likely to address each 
specific research question.” Section II of this report provides a general framework for the 
translation table. The methodology committee is committed to developing a translation 
framework that provides a structure for creating translation tables that can be used by various 
stakeholder groups (including the PCORI Board of Governors). The framework provides a 
mechanism for defining the trade-offs and decisions involved in selecting a study design. 

 
Methodological standards for research. The language of the legislation around the 
establishment of methodological standards has several salient features that outline the 
Congressional expectations for the committee and its work. First, the legislation defines 
expectations with regard to the process by which the committee should proceed, stipulating 
that the establishment of methodological standards should, as appropriate, build on existing 
work, and that the process should be ongoing, scientifically based, and inclusive. Second, the 
legislation specifies both specific and general content areas that the proposed standards should 
address, including internal validity, generalizability, feasibility, and timeliness of research. Third, 
the standards should provide specific criteria for health outcome measures, risk adjustment, and 
other relevant aspects of research and assessment with respect to the design of research. 
Fourth, standards must include methods that account for and evaluate different patient 
subpopulations in various types of research. Fifth, development of the standards must include 
input from stakeholders and the public. (This requirement was met by soliciting public comment 
on PCORI’s initial draft set of methodology standards. The standards were revised and updated 
in response to the comments submitted by a broad range of stakeholders.) Finally the scope of 
the committee’s work is to include “each of the major categories of comparative clinical 
effectiveness research methods,” which are listed as: 

o “Systematic reviews and assessments of existing and future research and 
evidence including original research conducted subsequent to the date of the 
enactment of this section. 

                                                 
1 Available at pcori.org/assets/PCORI-Authorizing-Legislation-032310.pdf 
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o Primary research, such as randomized clinical trials, molecularly informed trials, 
and observational studies. 

o Any other methodologies recommended by the methodology committee 
established under paragraph (6) that are adopted by the Board under paragraph 
(9).”  
 

Recommended actions to comply with methodological standards. The enabling legislation 
instructs the committee not only to propose methodological standards but also to recommend 
actions necessary to comply with them: “The methodology committee shall submit reports to 
the Board…. Reports shall contain recommendations for the Institute to adopt methodological 
standards … as well as other actions deemed necessary to comply with such methodological 
standards.”  
 

Development of the Translation Framework 

As the basis for developing a translation framework that can guide the creation of translation 

tables, PCORI staff searched MEDLINE, Scopus, and the AHRQ Scientific Resource Center 

Methods Database2 for articles that use the term translation table. A Request for Information 

was also used to gather stakeholder input regarding the translation table. The draft framework 

was released for public comments between July 23 and September 14, 2012. The translation 

framework was revised based on these comments and was finalized through a consensus 

process. It is described in Section II of this report. 

 

Defining Methodological Standards 

With a legislative direction for the process, content, and scope of the standards, the PCORI 

Methodology Committee began work on developing an initial slate of standards. The Committee 

initially established priorities for the core set of essential standards. The Committee formed 

small working groups to explore patient-centeredness, research prioritization, and research 

methods. A fourth group coordinated communication and prepared draft report components. 

The goal was to create methodological standards in important research domains that are 

representative of research issues in comparative effectiveness research. This process allowed 

the committee to complete the inventory of recommended standards and to establish a process 

for periodically reviewing and updating them. 

 

                                                 
2 Available at citeulike.org/user/SRCMethodsLibrary 

http://www.citeulike.org/user/SRCMethodsLibrary
http://www.citeulike.org/user/SRCMethodsLibrary
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Building on the work of the Institute of Medicine (IOM 2011), the Committee defined a standard 
as follows: 

• A process, action, or procedure for performing patient-centered outcomes research 

(PCOR) that is deemed essential to producing scientifically valid, transparent, and 

reproducible results.  

• A standard may be supported by scientific evidence, reasonable expectation that the 

standard helps achieve the anticipated level of quality in PCOR, or broad acceptance of 

the practice in PCOR. 

• A standard is actionable, feasible, and implementable. 

 

Select and Assess Proposed Standards 

The working groups developed provisional lists of major research method topics and chose 129 

topics for focused review. Contractors were secured to assist the PCORI Methodology 

Committee in developing materials for each topic. Full reports are available on the PCORI 

website.3 In addition to the full reports, contractors summarized key information regarding each 

proposed standard in a template format to assist committee members in making comparisons 

among the proposed standards, based broadly on criteria derived from AGREE4, an international 

project developing guidelines for the appraisal of research and evaluation. Four criteria were 

deemed especially important: contribution to patient-centeredness, contribution to scientific 

rigor, contribution to transparency, and empirical evidence/theoretical basis. (See Criteria for 

Adopting Proposed Standards.) 

 

 The working groups held workshops at which contractors presented their findings and 

recommendations for discussion with committee members, invited experts, and patient 

representatives. This process reduced the original list of 129 topics to 88 preliminary standards 

by eliminating those that were out of scope or redundant. 

 

                                                 
3 Available at pcori.org/research-we-support/methodology/about-the-methodology-committee 
4 Available at agreetrust.org/wp-content/uploads/2013/06/AGREE_II_Users_Manual_and_23-
item_Instrument_ENGLISH.pdf 

http://www.pcori.org/research-we-support/methodology/about-the-methodology-committee/
http://www.pcori.org/research-we-support/methodology/about-the-methodology-committee/
http://www.agreetrust.org/wp-content/uploads/2013/06/AGREE_II_Users_Manual_and_23-item_Instrument_ENGLISH.pdf
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The committee then conducted an in-depth review of the 88 preliminary standards. Committee 

members were asked to consider each standard as a minimum requirement for PCOR. To 

become a formal standard, the topic had to be approved by a minimum of two-thirds of 

members (12 of 17) of the PCORI Methodology Committee. 

 

Criteria for Adopting Proposed Standards 

Criterion Definition 

Contribution to patient-
centeredness 

The degree to which the proposed standard contributes to 
respect for and responsiveness to individual patient 
preferences, needs, and values; whether the proposed 
standard would help ensure that patient values and 
circumstances guide clinical decisions.  

Contribution to scientific rigor The degree to which the proposed standard contributes to 
objectivity, minimizes bias, improves reproducibility, and 
leads to more complete reporting.  

Contribution to transparency The degree to which the proposed standard contributes to 
explicit methods, consistent application, and the 
opportunity for public review, so that users can link 
judgments, decisions, or actions to the data on which they 
are based. The degree to which it allows users to assess the 
strengths and weaknesses of the study to which the 
standard is applied. 

Empirical evidence and 
theoretical basis 

Description of the information upon which a proposed 
standard is based, emphasizing empirical evidence about 
the proposed standard and theoretical support.  

Degree of controversy about use 
of standard 

Description of controversy or alternative views of the 
proposed standard, particularly with respect to criteria 
above (e.g. patient-centeredness, scientific rigor, 
transparency) in the context of comparative effectiveness 
research.  

Other considerations Description of other considerations that might influence 
adoption of the proposed standard, such as practicality, 
feasibility, barriers to implementation, and cost.  

 

The draft methodology standards were released for public comment between July 23 and 

September 14, 2012. PCORI received, collated, and summarized 1487 unique comments. Small 

working groups within the methodology committee carefully reviewed each standard in the 
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context of comments from the PCORI Board of Governors and from the public, and the 

committee revised the standards using a consensus process. The final PCORI Methodology 

Standards were published December 14, 2012, after the Board accepted them in a public session 

on November 19, 2012.  

Recommended Actions to Comply with Methodological Standards 

The PCORI Methodology Committee, Board, and staff are developing a coordinated approach to 

broad dissemination and implementation of the standards. This includes engaging stakeholders 

who might use the standards, creating reporting and surveillance opportunities, and creating 

tools and training to increase compliance with the standards and ability to evaluate 

incorporation of the standards into the peer review of applications for PCORI funding. Other 

actions recommended by the PCORI Methodology Committee to promote adherence to the 

standards are outlined in Appendix C: Recommended Actions and Research Recommendations. 

http://www.pcori.org/assets/2013/11/PCORI-Methodology-Report-Appendix-C.pdf
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