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Operator:   Good afternoon, everyone, and welcome to this special Board meeting of the Patient-

Centered Outcomes Research Institute.  My name is Eugene Washington.  I'm Chair of 

the Board of Governors, and this is a Board of Governors meeting, which is being held 

via teleconference and Webinar.  I'd like to welcome everyone.  I'd also like to thank you 

for joining us. 

 

 Many of you have participated on the Board of Governors, all of which in the past have 

taken place in cities around the country in person.  This will represent our tenth official 

Board of Governors meeting, and we're holding this special meeting because we feel that 

there are important items that we want to advance that are timely and that we want to act 

on after having comments from many around the country before our next Board meeting, 

which is in Denver next month. 

 

 The purpose of this special Board of Governors meeting is twofold.  One, we want to 

consider the Pilot Project award recommendations, which are coming forward.  And two, 

we want to consider possible amendments to the draft of the National Priorities for 

Research and initial Research Agenda, which has already been presented, and now we've 

benefited from public comments. 

 

 And so with that as a background and overview, I'm going to ask Dr. Joe Selby, who's 

Executive Director of PCORI, to introduce our first presenter. 

 

Joe Selby: Thank you, Gene, and just before we do that, I'll ask Bill Silberg to take a roll call of 

Board members. 

 

Bill Silberg: Thank you, Joe.  Dr. Washington? 

 

Eugene Washington: Yes. 

 

Bill Silberg: Steve Lipstein. 

 

Steve Lipstein: Yes, here I am. 

 

Bill Silberg: Debra Barksdale.  Kerry Barnett. 
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Kerry Barnett: Yes. 

 

Bill Silberg: Lawrence Becker.  

 

Lawrence Becker: Yes. 

 

Bill Silberg: Carolyn Clancy. 

 

Carolyn Clancy: Yes. 

 

Bill Silberg: Francis Collins.  Leah Hole-Curry. 

 

Leah Hole-Curry: Yes. 

 

Bill Silberg: Allen Douma.  Sherine Gabriel.  Arnold Epstein. 

 

Arnold Epstein: Yes, over here. 

 

Bill Silberg: Christine Goertz. 

 

Christine Goertz: Yes. 

 

Bill Silberg: Gail Hunt.  Robert Jesse. 

 

Robert Jesse: I'm here. 

 

Bill Silberg: Harlan Krumholz.  Richard Kuntz.  Sharon Levine.  Freda Lewis-Hall. 

 

Freda Lewis-Hall: Here. 

 

Bill Silberg: Sharon-Lise Normand.  Grayson Norquist.  Ellen Sigal.  Harlan Weisman.   

 

Harlan Weisman: Here. 

 

Bill Silberg: Robert Zwolak. 

 

Robert Zwolak: Here. 

 

Bill Silberg: Let me call Gail Hunt one more time. 

 

Gail Hunt: Yes. 

 

Bill Silberg: Allen Douma one more time.   

 

Allen Douma: I'm here. 

 

Bill Silberg: And Leah Hole-Curry? 

 

Leah Hole-Curry: Here. 

 

Bill Silberg: Thank you.  And Francis Collins?  I believe we have someone else who is logged in but 

is having some trouble getting in. 
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Eugene Washington: That's right.  Francis's proxy, Michael Lauer from NHLDI, is on. 

 

Joe Selby: Hello, everybody.  This is Joe Selby, Executive Director of PCORI, and these comments 

are directed primarily at those who have logged in to listen.  At the moment, it looks like 

we have about 300 logged in; 600 have registered.  We're not able, obviously, to take 

public comments or questions during this call, but we want to be sure that you know that 

you are welcome, and we hope that you will send us comments.  You can send them to 

the following email address, info@pcori.org.  

 

 I also want to let you all know that we have posted some background material for both of 

these presentations on our website.  That's www.pcori.org, under Meetings.  These 

materials include longer sets of slides, longer slide decks, for each presentation.  These 

longer slide decks have been viewed by the Board, and they are working from them.  

There's also other documents that the Board is looking at as we have these presentations 

that you're welcome to log onto our website and look at. 

 

 Now, a couple comments before I turn this over to Dr. Christine Goertz.  This has to do 

with the PCORI Pilot Projects and the report from the Selection Committee on decisions 

about funding these projects.  PCORI received more than 800 applications in response to 

our funding announcement for the Pilot Projects.  These were sent to the Center for 

Scientific Review at NIH.  We did this in a substantial measure because of the strict and 

rigid conflict-of-interest procedures that the NIH has in place, and we wanted to be 

certain, for these important grants, that we avoided all appearance of conflict of interest. 

 

 I also want to let you know that PCORI staff, as we processed these before sending to 

NIH, any PCORI staff with any kind of apparent conflict recused themselves from 

handling these documents. 

 

 The Center for Scientific Review scored and ranked these 800 applications.  Each 

received a priority score, and that applies across all 800, and we also got percentiles for 

how each application was scored and ranked within its study section.  There were 16 

study sections. 

 

 To make final decisions on which of these applications would be funded, our Board Chair 

appointed a Selection Committee comprised primarily of Board members, but also with 

Methodology Committee and staff representation.  The Selection Committee then put a 

primary emphasis on the priority scores and on percentile rankings.  It considered, or was 

concerned about, some other characteristics, which Dr. Christine Goertz will tell you 

about in a minute.   

 

 We wanted to evaluate these for balance in the group of highest-scoring applications.  No 

one on the Selection Committee looked in any way at the individual applications.  They 

were not aware of the investigators involved, nor the institutions involved.   

 

 We are happy to say, and Christine will go into detail, that the funding recommendations 

made by this Committee were made without any awareness or any reexamination of the 

individual applications.  The decision to fund by score and percentile resulted in a slate, 

as you'll see, that we felt was adequately balanced against several characteristics that 

were of concern to us. 
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 Dr. Grayson Norquist of the Board chaired the Selection Committee.  Dr. Goertz led the 

entire PCORI Pilot Project development process on behalf of the Board and in 

collaboration with staff, and she served as an advisor to the Selection Committee.  She's 

now going to present the Committee's recommendations.  I'll turn it over to you, 

Christine, and thank you. 

 

Christine Goertz: Thank you.  Welcome, everyone.  We're happy to have you join us today.  Because of the 

interest of time, I'm going to just jump right in, and what I'd like to do now is start 

talking, just real briefly give an overview of the process, a reminder of the process.  So if 

I could have the next slide, please. 

 

 Our initial step within the balancing and selection process was to determine the universe 

of grants that we might consider for funding.  And we made a decision to eliminate all 

applications with a score above 3.0 from consideration for further funding.  This yielded 

a potential applicant pool of approximately 80 applications. 

 

 We then determined our balancing approach, and I'll be going into a little bit more detail 

about that in the next slide.  When looking at our balancing options and applying the 

selection criteria to these top applications, we came up with two possible sets of fundable 

applications.  One was 37--and we selected that cut point, because we had originally 

come to the Board proposing that we would fund 40 applications--and the other with 50 

that fit our criteria, our recommended criteria, just a little bit more closely. 

 

 Once that was done, we asked our staff to use the balancing criteria to analyze the 

balance within these two sets of potentially fundable applications to determine if some 

criteria that were very important to us, if there was balance based on those criteria.  And 

again, I'll go into a little bit more detail about what those are in the next slide. 

 

 Our Selection Committee then reviewed the two possible sets of fundable applications to 

determine if more balancing was needed or if we were adequately balanced within the 

two slates that we had already developed, and then decided on two options to present to 

the Board, with one that will be actually recommended to the Board by the Selection 

Committee. 

 

 And so our goal today is to answer any questions that the Board might have and then to 

ask the Board to vote on a slate for funding.  Next slide, please. 

 

 When we were considering our options for a selection method, as you can imagine, there 

were many, many potential options in selecting the slate for fundable applications.  And 

we decided to go with an option that would use priority score first and then ensure that 

the top two applications were selected within each review group.   

 

 And just to give you some idea of what our thought process was, we know that 

percentiles, as noted on the NIH website and presented to grantees, are commonly used 

by NIH.  But these are traditionally calculated by standing study sections that have had at 

least three meetings.  Thus the percentiles for the Pilot Projects program did not have the 

same meaning as NIH percentiles.  Rather, they reflected that application's ranking within 

a single study section among the 16.  It wasn't even across all 16 study sections, just 

within each of the 16 study sections. 

 

 We felt that priority scoring was more likely to be a reliable measure across groups, since 

all reviewers had had the same training on how to score, but not necessarily about 
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percentiles.  And we really didn't have any history about these particular review groups, 

so we don't really know if a poor score might be due to a review group that may score 

harsher, or if the grants they got were just not as competitive as some of the other grants 

that we had gotten.  Next slide, please. 

 

 NIH attempted to assign applications to reviewers based on area of interest, but we know 

that that is somewhat inexact.  And the reason why we know that is because we looked at, 

several of us read the abstracts and also looked at what areas of interest we felt they best 

fit under.  And because, for one reason. we noted that many of the applicants had selected 

several areas of interest, and we were trying to identify, really, what a primary area of 

interest was.   

 

 But we wanted to make sure that we were, because there was some attempt to assign 

applicants to review sections by areas of interest and because we wanted to give some 

ranking, some credit to the, or understanding of the fact that ranking within a particular 

review group may vary from group to group, we also decided to pick up the top two 

applications in each review group.  Next slide, please. 

 

 Just a reminder--we've talked a little bit about areas of interest at some of our previous 

Board meetings, or our balancing criteria.  So the eight balancing criteria that we had had 

in discussion are area of interest, population, condition, stakeholder or patient 

involvement, geography, methods, PI discipline, and then PI seniority. 

 

 Of those eight balancing criteria, we determined that we could best balance on the top 

four, which would be area of interest, population, condition, and stakeholder/patient 

involvement.  And so our balancing criteria for area of interest was that we would want to 

see at least two unique applications, but no more than 50% of applications within any one 

area of interest.  And we had at least two members of the Selection Committee read each 

application abstract and determine a primary area of interest. 

 

 The second was population, defined as addressing specific ethnic or cultural groups, 

disabled populations, children, and elderly populations.  And our operational plan for that 

was that at least one application in each of the four categories would be included in our 

final slate for recommendation.  PCORI staff reviewed abstracts to determine if the 

application had a clear focus on one or more of the four populations. 

 

 Within disease, our definition was disease or condition used to demonstrate the approach.  

Our operationalization of that was no more than 25% in any major category within the 

final slate.  And again, staff reviewed the abstracts to categorize conditions addressed, if 

any. 

 

 Our final balancing criterion was stakeholder and patient involvement.  These average 

scores were given by three reviewers for this criterion within the initial merit review 

group within NIH.  Any application added to the core slate would have a score of either 1 

or 2, except for grants that were focused primarily on research methods.  And the average 

score from the IRG Review Group was used for this criterion. 

 

 We decided that we would report on geography, the geographic location of the 

institutional affiliation--and that information can actually be found on the largest slide set 

that's available on our website--but that we would not balance on that particular area. 
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 With methods, we were obviously interested in the innovation of the research methods 

and felt that if, in fact, we did not get many applications within area of interest 8, that we 

might need to consider some additional applications in that area.  And if that was 

necessary, the Methodology Committee would be asked to make that determination. 

 

 And then we had discussed the possibility of looking at PI discipline and PI seniority and 

felt that we just had insufficient data in order to balance on those, or even to report on 

those.  Next slide. 

 

 So cutting to the chase here, looking at Option 1.  This is the first option that we are 

presenting the Board for consideration.  Option 1 takes the applications with a priority 

score of 25 or better and ensures that at least the top two applications from each panel 

would also be included.  This option yields 50 applications and has only one balancing 

issue, which is the area of interest 4.  There were no applications within area of interest 4 

within this slate.  And again, I'll refer you back to either this slide or our largest set of 

slides regarding what area of interest number 4 is. 

 

 And so our balancing recommendation, therefore, under Option 1 is, given the fact that 

there are no applications within the top 80 that have a designation as this primary area of 

interest, as decided by our Selection Committee, the Committee is recommending that we 

not balance on this area, and instead propose it be a focus in one of our new PFAs or use 

a contract mechanism to address this particular gap.  Next slide. 

 

 Option 2 for balancing--we looked at this to remain as close to the 40 grants that we had 

originally discussed with the Board.  Option 2 takes applications with a priority score of 

24 or better and ensures the inclusion of the top applications in each review panel.  This 

resulted in 37 applications.  Again, we had no applications within area of interest number 

4, and we also did not meet our balancing criteria on Option Number 1.  And again, I'll 

advise you to look at our largest slide set for a reminder of what Option 1 was.   

 

 So our recommendation was to add an additional application with a priority score of 1 

with a primary area of interest in number 1.  We looked at applications that fell within a 

priority score of 25, and there was one additional application with a primary area of 

interest in number 1.  Next slide. 

 

 Given these considerations, our committee is recommending that the Board vote for 

Option 1 and that we not try to balance on area 4.  I'll be happy to answer any questions. 

 

Eugene Washington: Okay, this is Gene Washington again.  Thanks, Christine, for a very thorough 

presentation.  I'll remind Board members, as well as other participants, just to refresh 

your memory, we've had a discussion about this process overall at the last Board meeting.  

This is just the culmination of, now, weeks, months of work.  And what we have before 

us specifically is a recommendation from this working group that we would fund Option 

1, which is at the level of 50 Pilot Projects.  So open it up for questions, but keep it in 

mind that the question on the table is whether or not we support this recommendation. 

 

Leah Hole-Curry: Christine, this is Leah Hole-Curry, Board of Governors.  I just had one clarification 

question.  The balancing criteria were set after the funding level, so that any additional 

balancing criteria are adding to this weight, not subtracting in any way.  Is that right? 

 

Christine Goertz: That is correct, Leah. 
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Leah Hole-Curry: Okay, thank you. 

 

Operator: And shall we open the Board lines now? 

 

Eugene Washington: Please. 

 

Operator: Okay. 

 

Eugene Washington: Other Board members? 

 

Harlan Weisman: I have a clarification question, but before I do, I just wanted to congratulate--. 

 

Eugene Washington: Identify yourself, please. 

 

Harlan Weisman: This is Harlan Weisman.  Can you hear me? 

 

Eugene Washington: Yes. 

 

Harlan Weisman: Okay.  I had a clarification question, but before I ask it, I just wanted to acknowledge the 

outstanding work done by Christine throughout the process and the various working 

groups that participated, because it's really remarkable rigor.  And it's just a clarification, 

Christine.  Joe had said at the beginning, had mentioned that the Balancing Committee 

was blinded.  You mentioned during your presentation that you, and perhaps several 

other people, had looked at some of the applications in developing the criteria.  Could 

you just clarify that anyone who was not--that everyone who did look at the specific 

abstracts or other parts of the applications did not participate in the balancing? 

 

Christine Goertz: The three people who looked at the abstracts were Gray Norquist, Joe Selby, and myself.  

And we were actually blinded as far as institution and investigator goes when we looked 

at those abstracts.  And our only purpose was to assign a primary area of interest when 

we read those applications. 

 

Harlan Weisman: Thank you. 

 

Lawrence Becker: Christine, can you hear me?  This is Larry. 

 

Christine Goertz: I can. 

 

Lawrence Becker: Christine, Larry Becker, Board member.  Understanding the applications were blinded to 

us in terms of who applied, did this small committee that you referenced a moment ago--

once they knew that information, and once the selections were made, did you identify any 

conflicts as a result of that unblinding? 

 

Christine Goertz: Well, to be honest, the Selection Committee is still not aware of either the list of 

applicants or the institutions that have been funded.  So we will be as excited as the 

investigators to learn, in fact, who was funded. 

 

Leah Hole-Curry: This is Leah.  May I add something to that, Christine? 

 

Christine Goertz: Yes. 
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Leah Hole-Curry: The other thing that I just, having participated in that process, is that we set the balancing 

criteria prior to the Selection Committee seeing even the blinded projects. 

 

Christine Goertz: Right.  That's a very good comment to make, that the criteria for selection and for 

balancing were developed a priori, before we looked at any of the applications at all. 

 

Eugene Washington: Okay, other Board members?  Points for clarification?  Questions?  Okay, I would like to 

then reiterate that the motion that's on the table, the proposal, which is actually a 

recommendation, and I'd like to, I call for a motion to support this recommendation. 

 

Mike Lauer: So moved. 

 

Eugene Washington: Second? 

 

Gail Hunt: Second. 

 

Eugene Washington: Okay.  Any remaining discussion before I call the vote?  Bill, would you do a roll call 

vote? 

 

Bill Silberg: Absolutely.  Eugene Washington. 

 

Eugene Washington: Support. 

 

Bill Silberg: Steve Lipstein. 

 

Steve Lipstein: Support. 

 

Bill Silberg: Debra Barksdale.  Kerry Barnett. 

 

Kerry Barnett: I vote yes. 

 

Bill Silberg: Lawrence Becker. 

 

Lawrence Becker: Yes. 

 

Bill Silberg: Carolyn Clancy. 

 

Carolyn Clancy: Support. 

 

Bill Silberg: Mike Lauer, proxy for Francis Collins. 

 

Mike Lauer: Yes. 

 

Bill Silberg: Leah Hole-Curry. 

 

Leah Hole-Curry: Yes. 

 

Bill Silberg: Allen Douma. 

 

Allen Douma: Aye. 

 

Bill Silberg: Sherine Gabriel.  Arnold Epstein. 
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Arnold Epstein: Yes. 

 

Bill Silberg: Christine Goertz. 

 

Christine Goertz: Yes. 

 

Bill Silberg: Gail Hunt. 

 

Gail Hunt: Aye. 

 

Bill Silberg: Robert Jesse. 

 

Robert Jesse: Yes. 

 

Bill Silberg: Harlan Krumholz.  Richard Kuntz.  Sharon Levine.  Freda Lewis-Hall. 

 

Freda Lewis-Hall: Yes. 

 

Bill Silberg: Sharon-Lise Normand.  Grayson Norquist.  Ellen Sigal.  Harlan Weisman. 

 

Harlan Weisman: Yes. 

 

Bill Silberg: Robert Zwolak. 

 

Robert Zwolak: Yes. 

 

Eugene Washington: Okay, all opposed?  Any abstention?  Well, the majority is in support, so the 

recommendation and the motion carries.  And so we will move forward, Dr. Selby, with 

implementation of this recommendation to support this level of projects.  And again, I 

want to reiterate what Harlan said, Dr. Weisman, in thanking everyone involved, and 

particularly Christine for her efforts from the very beginning all the way through to the 

presentation today.  Congratulations to all of the recipients of these awards as well. 

 

 Now, turning to our second item for today, which is a focus on the National Priorities and 

Research Agenda, again, I want to remind the Board members, as well as those who are 

listening, that this is the latest discussion in a long series of discussions that we have been 

having, extending back over many Board meetings and all the way up until the last Board 

meetings in an extended process that involved extensive input or solicitation from a wide 

range of stakeholders to this question of the development and refinement of our initial 

National Priorities and initial Research Agenda.   

 

 And I will also remind everyone that at the last Board meeting, we actually made 

substantial progress and presented exactly where we were at that point, and that today's 

discussion is really a discussion about acting on all of the extensive feedback that we've 

received.  And some of you will recall that we had all-day meetings, at least actively 

solicited feedback from a broad range of constituencies over the last few months.  And 

we've had an effort to summarize and analyze that feedback.   

 

 And what we're discussing today, specifically here, is additional recommendations 

beyond what was already agreed upon at the last meeting as we prepare to ultimately put 

a final National Priorities and Research Agenda on the table at our Board meeting in 



Patient-Centered Outcomes Research Institute 

Moderator: Eugene Washington 

4/24/2012 - 2:00 PM ET  

Conference ID: 6534894 

Page 10 

 

 

 

Denver.  So this is not the last step in the process of eventually establishing the National 

Priorities and initial Research Agenda. 

 

 And with that as, again, background, unless Dr. Selby wants to add something, I would 

ask that Ms. Leah Hole-Curry make a presentation.  Joe, do you want to add anything? 

 

Joe Selby: Gene, very briefly, I just wanted to remind listeners again, because a lot of people have 

joined since the last time I said this, please feel free to go, to send us comments on this 

process for questions via our email address, which is info@pcori.org.  I also want to tell 

you that, like the last presentation, Ms. Leah Hole-Curry's presentation which will follow, 

and a more extensive list of slides, can be found on our website, www.pcori.org, along 

with an annotated document which not only shows the general recommendations that are 

being made to the Research Agenda, but gives you exact language that is being 

recommended for insertion into the Research Agenda.  So both of those documents can 

be found at our website.   

 

 And just to say that the critical nature, or the critical importance, of these National 

Priorities and Research Agenda are precisely that they will guide our funding 

announcements which will follow, and they must be ultimately approved before funding 

announcements can flow.  So they are our guide for research that will, in fact, be patient-

centered and that will include patients and caregivers in all stages of the process. 

 

 So I will turn it over to Leah Hole-Curry, a member of our Program Development 

Committee, who helped to formulate the National Priorities, and particularly the 

Research Agenda, and then along with Dr. Harlan Krumholz, crafted the exact language 

which we proposed putting into the Agenda.  Thank you, Leah. 

 

Leah Hole-Curry: Thanks, Dr. Selby, and thanks to the Board for allowing me to present to you today and 

to everyone in the public that's listening in.  I think this represents the next stage for us, 

and I'm excited to be here to talk about it. 

 

 I'm presenting, as you said, Joe, on behalf of both Harlan and myself, who spearheaded a 

component of the Research Agenda for the Program Development Committee, but also 

many Board members, because this is such a high area of interest, have contributed here.  

So hopefully, I'll be able to reflect you all's participation and comments as well.  Next 

slide, please. 

 

 So our objectives are, as we've noted earlier, just to review where we've been and where 

we are now, one of the major areas, of course, that most folks are aware of is that the 

National Priorities and the Research Agenda needed to go through a formal public 

comment process.  And this is the first time that we're bringing that formal public 

comment.  We didn't have to do that for our definitions, but we did.  But this one is 

required under the statute, and so it's very important to us. 

 

 We are going to share those findings.  As we've mentioned before, the Board had detailed 

briefings, and the subcommittee that reviewed that has already had a chance to review 

and formulate recommendations. 

 

 Then we're going to recommend, on behalf of the Program Development Committee, the 

subcommittee that met and reviewed these, a process to responding to main themes of the 

public comments.  We'd like to get the Board's vote today on those recommended 

changes. 
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 It's not that we're presenting a final document for approval today, but just essentially 

giving us the go-ahead to move forward with how we believe we need to respond to the 

public comments.  We would then integrate that, pending the vote, and present the final 

document at the main meeting.  Next slide, please. 

 

 So just as very quick background, of course, our National Priorities and Research Agenda 

are mandated in the legislation, and we believe it's a requisite for releasing our funding 

announcement, because they're guiding documents, and we need to have those in place 

before we release PCORI funding.  The Pilot Projects, of course, are giving us 

information into different types of methods as well as piloting how we might do funding 

process.  But for our core Research Agenda, we need to have both the Priorities and 

Research Agenda in place. 

 

 The roadmap for our research activities, and it's envisioned as a living document.  What 

this really means is that we will be using what we've already learned from the Pilot 

Projects, what we learned from our first funding releases, and as we learn and grow as an 

organization, we'll be incorporating that into updating these documents.  Next slide, 

please. 

 

 Okay.  So as I reviewed over the slides, I was reminded that we started this process, at 

least officially--many of us have been looking at it from Day 1--but officially started 

discussing it over nine months ago.  And what we decided is we needed to do a couple of 

things in preparation for the National Priorities and the Research Agenda.  We could have 

elected to identify a group of subject matter experts or, given our own stakeholder subject 

matter experts, just kind of drafted what we think would be most appropriate and send it 

out for public comment. 

 

 But what we thought would be most important is first to listen to stakeholders.  And that 

initial review really told us to not reinvent the wheel, but really to focus on what PCORI 

specifically could add to our research community. 

 

 In order to do that, we needed to have an existing scan, so to speak, of what's out there 

and compare the effectiveness rounds and what other priorities and processes are used to 

set research agendas and priorities.  And so we completed those with the help of some 

contracted resources. 

 

 Out of those, we identified our candidate priorities and criteria, some of which were taken 

from the statute, as well as the framework that we learned from in the preceding.  And 

then, with that framework, we began defining our Priorities and our Research Agenda.  

And these have been submitted in various stages of refinement to the Board over the past 

five public meetings.  Next slide, please. 

 

 This is just a reiteration, I think, in a little bit more detail of how we got to the Priorities 

and the Research Agenda.  We did have nine criteria that were outlined in law, and the 

draft priorities were proposed based on looking at the framework that we had and 

applying those nine criteria.   

 

 And then the corresponding agenda resulting from that National Priorities was drafted.  

We went through a period of additional public input, taking the public input we received 

at each of the Board meetings as well as specialized sessions and arrived at--we did some 

focus group feedback to arrive at our proposed agenda, which we're continuing to revise 
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as we learn from both the Board meetings and these focus groups on how to approach 

that.  And we have published that, and we're now at a stage of the final public comment 

being received, and we would like to proceed so that at our main meeting we can finalize.  

And then from there, we would have the roadmap to issue our funding announcements.  

Next slide. 

 

 Just a reminder about the patient and caregiver focus groups as well as some other focus 

groups that were conducted that helped to contribute to this National Research Priorities 

and Agenda.  There were four held around the country, and they were different patient 

groups that were identified and different statuses of those patients.  Next slide. 

 

 There were also clinician focus groups around the country that included different types of 

physicians.  Next slide. 

 

 We also had a formal public comment period where we posted the information and had a 

survey online, as well as email for public comment, and held some additional forums that 

were specifically designed to gather feedback for the National Priorities and Research 

Agenda.  These are just the formalized processes that we wanted to ensure that we 

included in setting this agenda.  There were also numerous presentations, meetings, and 

availability of both PCORI and Board staff and Board members to help make sure that 

we gathered input and got it directed to these documents. 

 

 We did receive nearly 500 comments, and those are the ones that we're going to, via that 

formal comment period, that we're going to address today.  Next slide, please. 

 

 This is just a small breakout in terms of the Web survey.  We got about 300 responses 

and another 100 emails related to our Agenda, and we held a stakeholder event where we 

premiered the National Priorities and Research Agenda, where we got some public 

comment and feedback. 

 

 The slide on the right just demonstrates what types of individuals were responding of 

those approximately 400.  About one-quarter were physicians, and one-quarter identified 

themselves as researchers--or one-fifth, excuse me--and another one-fifth as patient 

advocates.  Next slide, please. 

 

 So these are the primary questions about understanding that we asked in our survey on 

the five priority areas.  And as you can see, even if you can't read the detail of the bars, 

the top is, "How well do you understand the priority area?" and it goes from Very Well to 

Not at All.  So if you just take the Fairly Well, Well, or Very Well, that includes well 

over 85% to 95% of all respondents indicated that they understood these priority areas.  

Next slide, please. 

 

 So when it came to taking the public comments that we received from especially those 

formalized areas, but any additional comments that we received, we needed a way to 

review that public comment and put it into some major themes where we could analyze 

what individuals were saying and what changes we might want to make now to the 

National Priorities and Research Agenda.  Keeping in mind again that this is our initial 

agenda and research, Priorities and Research Agenda, and it could change over time.   

 

 So we worked with staff to have a computer algorithm that identified some key 

terminology and helped to group that by those key terminologies being used.  Each 

narrative comment--not the survey, but the actual text comments--were reviewed and 
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analyzed by three people to make sure that the computer algorithm was also sorting 

things into appropriate groups.   

 

 We then asked staff to aggregate these into some key areas or themes.  Eventually staff 

came up with 15 key themes, and that's what we're going to talk about today.  And we 

have from the PDC a proposed approach to responding to those 15 themes.  That 

approach is what we'd like to ask for your approval for. 

 

 We gathered a subcommittee of the Board of Governors as well as some of our 

Methodology Committee together with staff to review those 15 key themes and identify 

how we wanted to proceed.  Next slide, please. 

 

 So really, just as a preview, we have several different options for responding to those 

themes.  We could change the language within the Priorities and Research Agenda.  We 

might, for certain public comments, we might embed them into operational or processes 

for PCORI.  We could simply address it in our summary document, or we could 

essentially table it and say that it sounds like a good idea, but we want to focus on what 

we have currently on our Research Agenda, so we'll table it for future consideration.  

Next slide, please. 

 

 So the next three slides are a summary of the 15 themes.  As was noted previously, the 

full descriptor of those themes and our potential response are in the briefing documents 

that the Board has already received and, hopefully, previewed, as well as the materials 

that are posted online.  So I'm not going to read through each one of them, but I'd like to 

note a few things and then invite discussion about the proposed approach. 

 

 The first is just an overview, I guess I would say.  We had comments, in terms of the 15 

categories or themes, we had themes around PCORI's Research Agenda becoming 

specific to conditions or disease areas.  We had themes around urging partnerships with 

other organizations; urging focus on the patient; urging additional attention to care 

coordination; urging that health literacy become a core component; and urging that health 

IT become a core component.   

 

 We had questions and urgings related to the role of caregivers, and that that should be 

given special attention.  We had advocacy around access to care and how that should be 

also included in our Research Agenda.  We had a theme around rationale and 

transparency and urging PCORI to ensure that its rationales were clear for what it funds 

and that we're transparent in doing so. 

 

 We had urgings around making sure that our research has impact on actual practice 

and/or behavioral change.  We had suggestions that multiple conditions also be included 

in the research.  We had suggestions around studying the roles, expanded or different 

roles for health professionals.   

 

 We had an urging to review international models and include those in our research.  We 

also had urging around novel patient center methods and the idea that PCORI should 

focus more on those novel methods.  And finally, rare diseases needed to be included. 

 

 So of those 15 themes, the vast majority of them had already been touched upon in either 

the National Priorities or the Research Agenda and their accompanying materials.  So I'm 

really glad to report that many of the things that we heard, folks had a special urging that 

perhaps we didn't address it in the way that they would like to see it highlighted, or that 
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they missed that it was already included there.  But it wasn't brand-new information for 

us, so I think that's a great validation of the process that we used to come up with this 

Research Agenda and where we are. 

 

 So specifically, nine of them--so I could pick "focus on patient."  That's clearly where 

PCORI wants to be.  We think that we convey that in the way that we've established the 

Research Agenda and National Priorities, but we will work in terms of both our 

accompanying document and the Research Agenda itself to make sure that's very clear.  

So we don't feel that that's a change in the underlying Agenda or the Priorities, but 

certainly in our language to ensure that we agree and want to highlight those.  There were 

nine of those, and you can read through the ones where our proposed response is.  And 

hopefully, you've had a chance to do that. 

 

 There were about six where we recommended no change to the current documentation, 

and those are the areas that I'd just like to highlight for us so that we're clear on that and 

why.  Three of them, I think, were because we didn't feel it would be appropriate in the 

Research Agenda or National Priorities to make specific changes.  And three of them, we 

thought, were great suggestions, but didn't really address the Research Agenda or the 

National Priorities itself. 

 

 So let me highlight one where that might be the case.  The second example is urging 

PCORI to partner with other organizations.  And certainly, we've discussed that as a 

Board, and it's certainly an opportunity that we don't want to miss.  However, it's not 

really our Research Agenda that needs to address that.  That would be operationalized by 

PCORI staff.  And so we're not recommending any changes to the Agenda.  The 

accompanying document might just highlight that for folks. 

 

 The three where we decided that no changes would be included that weren't really 

operational areas that I'd like to talk through a little bit would be the health IT.  That was 

number 6 in the list.  It's not that there's any disagreement that health IT is an important 

area and that various components of a comparative research study might not include 

health IT.  But we didn't want to change the Research Agenda in any way to indicate that 

we were a funder for health IT improvements or systems in and of themselves.   

 

 And we think that Priority 5, in terms of research-related infrastructure, addresses that 

component of it.  There's no intent to not allow any research that includes health IT at all, 

and in fact we will take that and use those in funding examples to make sure people are 

clear on that.  But we don't believe it's appropriate to change the Research Agenda to 

focus more on health IT, because we don't want that to be misconstrued as being a health 

IT funder in and of itself. 

 

 Another was number 14, on novel patient center methods.  We may look at exploring 

some language changes to ensure that we're clear on this, but some of the scope of the 

theme of that question was really that we need a better way to engage patients that are 

novel.  And while we have already demonstrated through our pilot grants as well as 

through our current process to develop the Research Agenda and the Priorities, and even 

the Methodology Group, that we're very interested in patient-centered outcomes, patient-

centered research, and patient involvement in that research. 

 

 It does need to be scientific and rigorous, so some flavors of that theme were along the 

lines of non-scientific study.  So while we want to ensure that we're confirming our 

commitment to patient-centeredness while also confirming that PCORI is about rigorous 
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scientific research, which doesn't mean that novel methods of approaching that research 

couldn't be included, and we think we've done a good job of describing that, again, in that 

number 5 in terms of novel methods and being open and encouraging of those. 

 

 And then lastly, the very first one is the urging for PCORI to become specific about 

conditions or diseases.  And this is something that the Board has wrestled with before, 

and we made a deliberative approach in our Research Agenda--in our Priorities and our 

Research Agenda--to not be disease- or condition-specific.  We will be adding language 

to ensure that folks understand we intend to fund projects that are condition- and disease-

specific.   

 

 However, the Research Agenda and the core focus for us reflects what we think we've 

heard from stakeholders and patients as well as our own sense that we have a real 

opportunity to change the way research is proposed, funded, and conducted in a way that 

will make it more patient-centric, by first focusing on the questions that patients care 

about, which are what we set forth in our National Priorities, as well as our definition, 

and it flows into our Research Agenda. 

 

 When we had feedback in our individual forums, for instance, we heard from patients not 

about, "I want to know that PCORI will find a cure for my cancer," but about, "I want to 

know about the tradeoffs in terms of the options that are being presented to me," or, "I 

want to understand more about how I can utilize a nurse case manager to help me 

navigate this complex system."  Those are the types of questions they wrestled with.  And 

that does not mean we don't need to investigate ways to help further medicine in specific 

conditions, but focusing first on how our National Priorities and our Research Agenda is 

addressing the questions that are on patients' minds now will help bring forth that in a 

better way. 

 

 And so those are the three areas where there were no changes that are different from what 

was urged or recommended, rather than just language changes. 

 

 So I think with that--last slide--I'll go ahead and open it up to questions from the Board. 

 

Eugene Washington: Okay.  Again, Leah, thank you for presenting this tremendous amount of work on behalf 

of the Program Development Committee and the Board.  And let's now open this up for 

questions, comments from the Board members.  Would you please unmute the Board 

members? 

 

Operator: Yes, the lines are open. 

 

Eugene Washington: Well, Leah, you certainly wowed me, but I didn't think you would have left other Board 

members speechless. 

 

Steve Lipstein: Gene, this is Steve Lipstein.  I think the silence in part reflects the fact that the process 

here has been very comprehensive, very rigorous, and there's a lot of credit that goes out, 

both to the group of people that Leah is representing on the call, as well as staff.  And so 

the Agenda and the discussion items have certainly been well vetted over an extensive 

period of time. 

 

Leah Hole-Curry: The other thing I guess that I would add to that is we're not asking for the final approval 

of the document.  We're asking for--you know, we have basically a proposed approach 

for each of these themes that we would like to implement.  And we felt it was important 
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enough to get formal Board direction that that would be a good approach prior to 

finalizing it and presenting you with the document that we're asking for approval on.  So I 

guess that this is partly a process stage for us. 

 

Eugene Washington: Right, okay.  And several Board members are on the Program Development Committee, 

so you've heard that.  In fact, this is a reflection of your input and your work.  But please, 

I'll open it up further. 

 

Harlan Weisman: Gene, this is Harlan Weisman.  Leah, I wanted to go to the--well, there's two areas that I 

wanted to mention, and let me go to the first one about the specificity.  Because I agree 

with what you said, that it reflects where the Board agreed to be for now.   

 

 And I think the way it's being answered, at least in that brief little box, tends to gloss over 

the degree of debate that has occurred over that issue, even more recently at the last 

Board meeting.  And certainly, the intensity of comments that we received from 

individual stakeholder interactions as well as the stakeholder forum we had earlier in the 

year, where there was a loud chorus--it may have been a minority; I don't know where it 

is quantitatively--that at least they thought that there was a need for us to continue the 

discussion in that area.   

 

 And Joe, in his slides that he's shown to the Board, as well as used in subsequent forums, 

has indicated that we will go through a process, including the use of advisory committees, 

additional stakeholder input, to get more information about whether we should at least in 

part drive some of our funding to greater specific areas, whether those are disease 

conditions or other situations.  And I feel that that box, in addressing that, is basically 

justifying--it sounds like we're justifying where we are and shows, perhaps, a lack of 

flexibility that I think is better reflective of the Board's discussions.  That's number one. 

 

 Number two, we received a lot of comments about our process of getting to National 

Priorities and to the Research Agenda, namely that we should have taken a serial 

approach rather than a parallel approach.  And that decision has been made, and that's the 

way we're going.  But I'm just wondering, in the responses you're developing, whether 

that is something that we will again address, or do you feel that's already been adequately 

addressed? 

 

Leah Hole-Curry: Great.  I'll take the first one, and I would invite other committee members or just for 

discussion in general on the specificity.  I think I hear what you're saying, Harlan, and I 

agree that we may need to--in general, the response is that we're not at this time changing 

the Research Agenda.  But in terms of responding to the debate about that, I think we 

could be much clearer, so that would be a take-back item--not necessarily a change, but 

just an enhancement as we finalize the product--about why that is, about what the other 

opportunities are. 

 

 For myself personally, I think I would still focus on, "Is this or is this not going to be a 

change to the Research Agenda?"  You're absolutely correct that what we missed is 

underlining the other ways that we're considering approaching that and the future 

opportunities that we will have to address both, whether this approach in our National 

Priorities and our Research Agenda is in fact producing the results that we would like, 

and what else we might choose to augment that with. 
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 So I think it's an excellent point.  I think for me personally, I was focused on the change it 

may or may not make to the Agenda, and so that got lost.  And that's an important 

message to underline. 

 

 Do other Board members or committee members have comments to that? 

 

Gail Hunt: Yes, this is Gail.  I would just underline something that Harlan said, and that's that I think 

maybe we need to highlight what all of the sort of discussion and the activities that led up 

to making this semifinal decision.  So that's really what we need the flavor of, I think, is 

the fact that we actually did have a lot of discussion, that we listened to the people who 

were in the February town hall meeting, all of that--we took all of that into consideration. 

 

Leah Hole-Curry: Okay, great.  And then around the--we do have a theme around greater rationale and 

transparency related to these latest feedback items.  But I think what you're addressing is 

slightly different, Harlan, and perhaps we could pull that subgroup of comments, if there 

are some, out of that theme related specifically to the serial versus our combined 

approach for the National Priorities and Research Agenda and just be clear about why we 

made that decision. 

 

Harlan Weisman: I think that would be good, Leah.  Thank you. 

 

Eugene Washington: Okay, I know that I heard from Gail, who was an active participant early on in 

developing pieces.  We've heard from Christine.  Other Board members, particularly, I 

know, Carolyn, you played a major role early in developing one of the building blocks.  

Rick is not on the phone, who chairs this committee.  Others want to weigh in on these 

additional comments and suggestions? 

 

Carolyn Clancy: This is Carolyn.  I agree with the suggestions that people have made. It would be hard to 

overstate the amount of debate and how attentive the Board has been to comments from a 

variety of stakeholders and constituencies, and that I would expect that that debate will 

continue.  And Leah, you did a lovely job. 

 

Arnold Epstein: It's Arnie.  I agree on all accounts and don't have anything substantive to add at that point. 

 

Eugene Washington: Okay. 

 

Lawrence Becker: Gene, you want a motion to accept the recommendation? 

 

Eugene Washington: Yes, if there are no other comments, so I'll call the comments into motion.  Yes, please. 

 

Lawrence Becker: So moved. 

 

Carolyn Clancy: Second. 

 

Eugene Washington: So we have a motion, and it's been seconded.  And remember, now, that the motion of the 

proposal here is that we will now move forward with these recommended language 

changes.  Remember, these are language changes to an already existing draft of the 

PCORI Research Agenda being put forth by the Program Development Committee.  And 

in recommending the acceptance of these, we would then be instructing the staff to 

proceed with implementing the changes, incorporating them, and making the non-

substantive editorial changes that would update the document, which represents the 
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National Priorities and initial Research Agenda for presentation at the Board meeting in 

Denver next month.  So that's the motion.  It's been seconded.  Additional comments? 

 

Leah Hole-Curry: Gene, this is Leah.  I just wanted to say that the requests by Harlan are further 

clarifications but don't, in my mind, change the recommendation that the PDC move 

forward.  So just for Board members to know that his request would be included in that 

response. 

 

Eugene Washington: Thank you for that clarification. 

 

Harlan Weisman: Gene, this is Harlan again.  I'm sorry to slow the process, but could you just clarify?  We 

are voting on this list of Priorities? 

 

Eugene Washington: You're recommending--there were some language changes; she went over them very 

specifically--that are coming forth from the Program Development Committee, and that 

these language changes would now be incorporated into the existing draft, which we're 

already working for.  And that the other component of this, inherent in making those and 

supporting those recommendations, is that we're telling the staff to change that previous 

draft, update it, and whatever editorial changes would need to be made, we wouldn't 

consider them to be substantive based on this conversation and on the input that we are 

receiving, all of that being made and done and presented to the Board in May. 

 

Harlan Weisman: But the question is really one of timing, because Joe said at the very beginning that the 

PFAs, or Leah said, that this is required to go forward with our PFAs.  So does that mean 

we go forward with the PFA on the draft before we've had a full ratification in May? 

 

Harlan Weisman: No.  Joe, you want to respond, too? 

 

Joe Selby: Yes.  So as we've said several times, this document, and we're voting on these proposed 

changes today.  Some of these we could call substantive.  The other changes that are 

going to be incorporated into this document are essentially copy editing, comments 

received from some Board members for additional clarifications.  But we don't anticipate 

that between now and May, that the Agenda is going to change in a substantive way.  So 

yes, we are preparing funding announcements.  We will prepare them between now and 

the May meeting, and hopefully, we will be able to release them just after the May Board 

meeting, but not until this very final version of the initial Research Agenda is approved. 

 

Eugene Washington: Does that answer your question?  Joe is being explicit that we are working on those right 

now. 

 

Harlan Weisman: PFAs will go out after the Board vote.  I had thought initially that they were going to go 

out before the May meeting, but they're out.  Okay, thank you. 

 

Eugene Washington: So excellent question.  Any other questions, comments?  Okay, then Bill Silberg, would 

you call the roll, please, regarding the vote? 

 

Joe Selby: Do we have a motion? 

 

Leah Hole-Curry: Motion and second's on the table. 

 

Eugene Washington: Motion and second's on the table. 
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Joe Selby: Okay.  Gene, I'll turn it over to Bill in just one second.  I wanted to say one thing.  We 

received about 30 comments on the Webinar.  In addition to those, some coming in at 

info@pcori.org.  So we will respond offline to all of those comments as well as the ones 

sent to our email address.  And with that, I will turn it over to Bill now. 

 

Eugene Washington: And Joe, I would just say, we will also post--we should post the questions and our 

responses. 

 

Joe Selby: Right, yes. 

 

Bill Silberg: Before we do the roll call, if you'll indulge me, could I please confirm the motion and the 

second on the Priorities and Agenda? 

 

Eugene Washington: Yes.  The motion and second is that the Board approves the recommended language 

changes to the draft PCORI Research Agenda proposed by the Program Development 

Committee and instructs staff to implement those changes and other non-substantive 

editorial changes to provide the Board for consideration and approval at the final Board 

of Governors meeting on May 20 in Denver. 

 

Bill Silberg: Thank you.  And could I ask which Board members made the motion and second, please? 

 

Lawrence Becker: Larry made the motion.  I think Carolyn seconded. 

 

Bill Silberg: Very good.  Thank you.  And can we confirm, just going back for a quick second, on the 

Pilot Projects? The motion was made by which Board member and the second by whom, 

please? 

 

Mike Lauer: Mike Lauer for Francis Collins. 

 

Bill Silberg: Made the motion.  And the second? 

 

Gail Hunt: Gail Hunt. 

 

Bill Silberg: Okay.  Sorry for the interruption.  Now to the roll call on the Priorities and Agenda.  

Eugene Washington. 

 

Eugene Washington: Yes, support. 

 

Bill Silberg: Steve Lipstein. 

 

Steve Lipstein: Yes. 

 

Bill Silberg: Debra Barksdale.  Kerry Barnett. 

 

Kerry Barnett: Yes. 

 

Bill Silberg: Lawrence Becker. 

 

Lawrence Becker: Yes. 

 

Bill Silberg: Carolyn Clancy. 
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Carolyn Clancy: Yes. 

 

Bill Silberg: Mike Lauer, proxy for Francis Collins. 

 

Mike Lauer: Yes. 

 

Bill Silberg: Leah Hole-Curry. 

 

Leah Hole-Curry: Yes. 

 

Bill Silberg: Allen Douma. 

 

Allen Douma: Yes. 

 

Bill Silberg: Sherine Gabriel.  Arnold Epstein. 

 

Arnold Epstein: Yes. 

 

Bill Silberg: Christine Goertz. 

 

Christine Goertz: Yes. 

 

Bill Silberg: Gail Hunt. 

 

Gail Hunt: Yes. 

 

Bill Silberg: Robert Jesse. 

 

Robert Jesse: Yes. 

 

Bill Silberg: Harlan Krumholz.  Richard Kuntz.  Sharon Levine.  Freda Lewis-Hall. 

 

Freda Lewis-Hall: Yes. 

 

Bill Silberg: Sharon-Lise Normand.  Grayson Norquist.  Ellen Sigal.  Harlan Weisman. 

 

Harlan Weisman: Yes. 

 

Bill Silberg: Robert Zwolak. 

 

Robert Zwolak: And a final yes. 

 

Eugene Washington: Okay.  All--any opposed?  Any abstentions?  So the motion carries, and we will move 

forward with adopting these recommendations, and we'll look to see the final versions of 

the National Priorities for Research and the initial Research Agenda at the Board meeting 

on May 20. 

 

 Again, I'd like to conclude the meeting by thanking everyone who has joined us on this 

call, and we'd like to invite you to remain engaged through your comments that you 

provide to us via our website, and we would encourage you all to participate in our 

upcoming meeting, either onsite or via our teleconference and Webinar. 
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 And finally, I would certainly like to thank all of the Board of Governors members, those 

of you who played a leadership role, but all of the others who, in one way or another, 

have contributed significantly to the development of these major, major pieces that 

represent real milestones and progress for the Patient-Centered Outcomes Research 

Institute. 

 

 And with that, I'm going to adjourn the meeting, unless Joe, you have something to add 

as Executive Director? 

 

Joe Selby: Only wanted to say, Gene, that with respect to the PCORI Pilot Projects, notification to 

the awardees has gone out by email.  And thank you very much. 

 

Eugene Washington: Okay, and then finally, Mr. Lipstein.  As Vice Chair, you have anything to add?  Maybe 

Steve's already signed off.  And our apologies for going over, but thanks, everyone.  And 

the Board meeting is adjourned. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 


