
RESEARCH NOTE

Examining the role of funders in ensuring value and reducing 

waste in research: An organizational case-study of the 

Patient-Centered Outcomes Research Institute [version 1; 

peer review: 2 approved]

Evelyn P. Whitlock 1, Joe V. Selby1, Kelly M. Dunham 1, Alicia Fernandez2, 
Laura P. Forsythe1, Grayson Norquist3

1Patient-Centered Outcomes Research Institute, Washington, DC, 20036, USA 
2San Francisco School of Medicine, University of California San Francisco Medical Center, San Francisco, CA, 94143, USA 
3Department of Psychiatry and Behavioral Sciences, Emory University School of Medicine, Atlanta, GA, 30329, USA 

First published: 14 Mar 2019, 8:288  
https://doi.org/10.12688/f1000research.18471.1
Latest published: 11 Jun 2019, 8:288  
https://doi.org/10.12688/f1000research.18471.2

v1

 
Abstract 
International experts have recommended actions that funders can 
take to improve the value of research investments. They state that 
self-assessment and public sharing are the basis for accountability 
and improvement. We examined our policies and practice to 
determine the extent to which the Patient-Centered Outcomes 
Research Institute’s (PCORI) policies and practices as a research 
funder align with international best practice recommendations. A self-
audit of current policies and practice against 17 recommendations 
and 35 sub-recommendations representing five major stages of 
research production, based on adapted methods used for self-
assessment by another funder, was performed.  Fit of existing PCORI 
policies and practices with 35 sub-recommendations, qualitative 
assessment of adequacy (area of strength; area of partial strength; 
area of growth; not applicable) for 17 recommendations for five 
stages of research production was assessed. Of the 17 
recommendations, 15 were applicable to PCORI’s research mission 
and focus.  PCORI has policies and practices in place for all elements 
of six recommendations (“area of strength”) and policies that address 
each element but with some still in active development for three 
(“area of partial strength”). PCORI is partially addressing six of the 15 
relevant recommendations (“area of growth”). Areas for growth 
include making study protocols publicly available, improving policies 
on data sharing, and enhancing collaboration with other funders to 
reduce redundant funding. A voluntary consortium of international 
funders is underway to encourage further progress, including 
additional self-assessment and public sharing for 
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accountability. These findings indicate PCORI has undertaken efforts 
to align its funding practices with international recommendations to 
ensure the value of public dollars invested in research.  Further efforts 
will likely require additional coordination and collaboration between 
funders and stakeholders.
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Introduction
In 2014, in response to concerns about avoidable waste in 
research prioritization, conduct, and reporting1, The Lancet 
published a series of articles which identified specific recom-
mendations for the biomedical research community to ensure 
value and minimize inefficiency in research2–6. Research funders 
were a major target for these recommendations, along with  
regulators, journals, academic institutions and researchers them-
selves. Prompted by these and related activities, the biomedical 
research community around the world has begun considering 
best practices to ensure value in publicly-funded research. As 
key contributors7, research funders are encouraged to audit 
and update their own policies and practice, even as external  
assessments of funders are also undertaken8,9.

In light of these trends, the Patient-Centered Outcomes Research 
Institute (PCORI), undertook an organizational case study of its 
policies and practices. PCORI was created in 2010 to address 
research needs of a range of healthcare stakeholders through 
clinical comparative effectiveness research, and ranks among 
the top 10 US non-commercial funders of health research  
(see Healthresearchfunders.org). Our goals were to examine 
and report how closely PCORI adheres to best practice recom-
mendations for research funders (i.e., to foster transparency), 
to highlight areas of needed development for PCORI (to foster 
public accountability), and to consider how other research  
funders in the US and elsewhere can examine, report, and 
adopt best practices for supporting value in research (to foster  
enterprise-wide efficiency).

Methods
To maximize comparability, we adapted another funder’s self-
assessment methods (See Adding Value to Research from the 
National Institute for Health Research). PCORI staff (KD, LF, 
EW) examined PCORI’s existing policies and initiatives against  
17 recommendations for funders, using a total of 35 sub- 
recommendations to capture multiple dimensions within some  
recommendations (see PCORI site). Four authors (KD, LF, EW, 
GN) independently categorized fidelity to the 17 recommenda-
tions as: 1) “area of strength” –PCORI’s practices reasonably 
address all sub-recommendations; 2) “area of partial strength” 
–PCORI’s practices reasonably or partially address all sub- 
recommendations; 3) “area of growth” –PCORI’s practices 
do not address all sub-recommendations, either reasonably or  
partially; or 4) not applicable. We resolved discrepancies through  
discussion and final ratings reflect consensus.

Results
Table 1 represents a detailed summary (through November 
2018) of PCORI’s policies and practices related to ensuring 
value in research. Across the 17 recommendations (35 sub- 
recommendations), two recommendations were not applicable 
(1, 8), and one recommendation primarily applies to non-funders  
(both 9a, 9b). For the 15 relevant recommendations, PCORI  
at least partially addresses most of the relevant sub- 
recommendations (28/33). Our consensus process categorized 
PCORI’s existing policies and practices as “areas of strength” 
for 6/15 applicable recommendations, “partial strength” for  
3/15. PCORI’s authorizing legislation, although preceding the  

Lancet recommendations by several years, mandated a number  
of these (indicated in bold in the table). 

Discussion
Our consensus process categorized PCORI’s existing policies 
and practices as meeting criteria for “areas of strength” or “par-
tial strength” for many of the recommendations, and we also 
identified clear areas for growth. Examples of strengths include 
PCORI’s requirements that funded research adhere to method-
ology standards to minimize bias and that all study results are 
posted on the PCORI website to enhance public access to find-
ings. On the other hand, PCORI has not yet fully developed its 
policies and practices related to rewarding research replication and  
reproducibility (Recommendation 7). Further development of 
performance metrics, standardized approaches to all study-
related reporting, and enforcement of key policies (Recommen-
dations 12, 13, 14) offer other areas ripe for growth, particularly 
if undertaken in coordination with others across the research 
enterprise. PCORI like many funders, is still actively developing 
its practices related to publicly sharing information, including  
raw data, as early as possible from funded research (Recom-
mendations 4, 5). For example, making research protocols pub-
licly available (Recommendation 5a) is required by PCORI’s 
authorizing legislation, but timing and format were not speci-
fied, and our current practices may not be ideal. PCORI 
now requires funded investigators to submit a study proto-
col and record its details in an appropriate registry but does not  
yet specify a standard protocol format nor require protocol  
publication before study completion. To our knowledge, just one 
funder (NIHR) clearly publishes study protocols at the time of 
award10. Nonetheless, making study protocols available at study 
inception can benefit the public by providing a detailed record 
of the planned study, which may help avoid unwitting duplica-
tion of research underway and support detection of important  
study deviations and post-hoc changes. 

There is also opportunity for improvement through further  
development of policies and practices related to research data 
sharing and re-use. While funders can require awardees to share 
data from funded research and trial participants are supportive 
of such sharing11, many researchers remain concerned about the 
impact on their work12. PCORI’s policy on data sharing13 was  
informed by a public comment process as well as pilot work 
assessing time and effort required for investigators to prepare 
their data for sharing and on identifying appropriate reposi-
tory models. Accelerating the practice of responsible data  
sharing necessitates broad coordination between journals, aca-
demic institutions, and data-repository organizations, alongside  
consistent requirements and support from funders.

Efforts to reduce waste and increase value in research are in  
alignment with trials transparency14, research integrity15, adminis-
trative efficiency16, and other similar initiatives. PCORI and other 
health research funders are in consortium to encourage further  
development and voluntary adherence to international best prac-
tice recommendations for research funders, (17; see Ensuring  
Value in Research (EVIR) website). The Ensuring Value in 
Research Funders’ Forum is exploring other initiatives, such as 
evaluating and sharing best practices for similar challenges that  
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funders face, and considering what avenues exist to enhance  
efficiency and value in the full research agenda across funders. 
Beyond the consortium, greater transparency and coherence  
between funders and key players producing health research---
including journals, research institutions, sponsors, and regulators---
remains vital for tangible progress in our shared efforts7,18.

Limitations: Our methods are limited by self-assessment, but 
findings are consistent with audit results for PCORI from exter-
nal assessors10. In addition, the availability of policies or current 
practices represent only the first step, with actual performance  
measurement needed. Finally, while the Lancet series highlights 
areas for improvement for funders and others across the research 

enterprise, the impact of implementing and adhering to these  
recommendations on research value has yet to be demonstrated. 

Data availability
Underlying data
All data underlying the results are available as part of the  
article and no additional source data are required.
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Mona Nasser   
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This is a very important project and the authors have put a lot of effort to ensure a structured 
approach to self-evaluation of the organisation. 
  
It would be helpful to have more details on the methods:

Did all four authors go through all questions and sections, or was it divided between them 
with at least two people independently having seen each section?

○

Did individuals respond to the question based on their experience or knowledge, or did it 
additionally involve any review of policies and documents internally by them?

○

I was not sure what you meant by “reasonably” – did you mean that PCORI has generally 
met the recommendation, even if there is room for improvement available (unlike “area of 
growth” which is a gap and needs improvement).

○

The table provides a very good summary but in some cases like area 4 and 12, it isn’t clear 
where the areas of growth are, so would be helpful to explain it (which is the part I 
mentioned is missing from the data to be able to reproduce).

○

 
Is the work clearly and accurately presented and does it cite the current literature?
Yes

Is the study design appropriate and is the work technically sound?
Yes

Are sufficient details of methods and analysis provided to allow replication by others?
Partly

If applicable, is the statistical analysis and its interpretation appropriate?
Not applicable

Are all the source data underlying the results available to ensure full reproducibility?

 
Page 9 of 13

F1000Research 2019, 8:288 Last updated: 24 JUN 2021

https://doi.org/10.5256/f1000research.20209.r45788
https://creativecommons.org/licenses/by/4.0/
https://creativecommons.org/licenses/by/4.0/
http://orcid.org/0000-0003-2220-6491


Partly

Are the conclusions drawn adequately supported by the results?
Yes

Competing Interests: No competing interests were disclosed.

Reviewer Expertise: Clinical Epidemiology (focusing on priority setting and how funders allocate 
funding for research and systematic reviews)

I confirm that I have read this submission and believe that I have an appropriate level of 
expertise to confirm that it is of an acceptable scientific standard.

Author Response 24 May 2019
Kelly Dunham, Patient-Centered Outcomes Research Institute, Washington, USA 

We greatly appreciate the reviewer's questions and suggestions. We made several revisions 
to the article in response to the comments. 
 
At least two PCORI staff members reviewed each recommendation. Policies and documents 
were reviewed, where applicable, in addition to knowledge-based documentation. Our 
assessments were confirmed by other staff who were not involved as co-authors, 
particularly for policies and procedures not centrally documented.  
 
We appreciate the reviewer's question about the meaning of "reasonably." We employed 
the term "reasonably" to indicate two things. First, that PCORI has generally met the 
recommendation. Second, that any assessment made relies on a qualitative judgement, but 
one that we sought to measure against a standard of reasonableness, i.e., "reasonable 
people would come to the same conclusion looking at the same information." Thank you for 
this question, which allows us to provide this further clarification.  
 
We appreciate the request to be explicit, and made an effort to do so with examples in the 
text for areas like making the protocol publicly available (Recommendation 5a) and data 
sharing (Recommendations 12-14). We are limited in our ability to be completely explicit 
across all areas of growth for several reasons: 1) in some areas, such as ensuring the 
complete availability and sharing of primary study data, practices for funders and other 
actors are less established and more developmental than in other domains. We don't have 
clear standards against which to assign specific areas of growth; and 2) some areas of 
growth require strategic decisions and direction by governing bodies, once identified. For 
these areas,  we cannot articulate next steps without a more deliberative process which this 
audit and resultant activities should help stimulate.  
 
Thanks again for the thoughtful critique; your comments have greatly improved the article.  
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Hans Lund   
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Norway 

The study is a report of a self-audit done by one of the top 10 non-commercial funders in USA. The 
aim was to evaluate to what degree the funding agency follow international recommendations to 
improve the value of research investments. 
This self-audit is very important for a general audience as:

Researchers can understand the context and environment of funding and the reason for the 
requirements related to application for funding

1. 

Other funding agencies can see how to change their policies in order to improve the value 
of research investments

2. 

Readers will understand the challenges related to improve the value of research 
investments

3. 

The report should include a date for when to expect an update of the self-audit. An update - for 
example 2 to 3 years from now - would show the improvements and identify the biggest 
challenges related to improve the value of research investments. 
 
The method is only partly described as the reader is unable to see from where the 17 
recommendations and 35 subrecommendations originates. None of the link leads the reader 
directly to the source. In addition, as the authors use another funder´s self-assessment method, 
the possible alterations or adjustments made in the present self-audit should be mentioned. If no 
alterations were done, this should also be mentioned. Using the same assessment method makes 
is possible to compare, and this could have been mentioned in the Discussion. 
 
There is an * and a † in Table 1, I can´t find what these refers to. 
 
In conclusion: this is a very important and useful report of a self-audit (see above), and with the 
minor adjustments mentioned is should be published the sooner the better.
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If applicable, is the statistical analysis and its interpretation appropriate?
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Are all the source data underlying the results available to ensure full reproducibility?
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Reviewer Expertise: My professional content area is research within rehabilitation. 
Methodologically, I am using systematic reviews, meta-analyses, and meta-research. As the chair 
of the "Evidence-Based Research Network" I am fully occupied with issues related to promote 
ways of thinking and acting to improve the quality of research and to avoid waste in research.

I confirm that I have read this submission and believe that I have an appropriate level of 
expertise to confirm that it is of an acceptable scientific standard.

Author Response 24 May 2019
Kelly Dunham, Patient-Centered Outcomes Research Institute, Washington, USA 

We greatly appreciate the reviewer's comments and suggestions.  
 
While we routinely monitor PCORI practice, we plan to conduct a second self-assessment in 
two years. We added this information to the discussion section. 
 
We appreciate the reviewer's suggestion regarding the methods section. In the revised 
article, we explicitly linked to the 17 recommendations from the Lancet series. We  made 
clearer in the text that we broke these into a total of 35 sub-recommendations, since the 
original 17 sometimes included multiple items against which it would have been difficult to 
assess and transparently communicate our current activities. In other words, it would have 
been easy to claim credit for doing one part of a recommendation when we were not 
addressing another aspect of the recommendation at all.  
 
The other funder's self-assessment was not published, so it cannot be linked to directly. We 
added a reference to personal communication in the revised article. We did not have a copy 
of their written methods so cannot make the clear comparison that is requested, but have 
made our approach more transparent to avoid confusion. 
 
Thank you for pointing out the miscellaneous symbols in the table. These were holdovers 
from a previous version of the table and have been removed.  
 
Thank you for the thoughtful critique. Your comments and questions have helped us to 
clarify the methods used and greatly improved the article.  
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