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Welcome, Upcoming Meetings, and Approval of April 2007 PRAC Minutes

Dr. Jeremy Berg welcomed members to the PRAC meeting. He asked for approval of the April 2007 minutes, which were then approved. He confirmed the next PRAC meeting on December 3, 2007. Dr. Cheryl Kitt said dates of future meetings would be confirmed pending checking with the new members on the committee. PRAC members then introduced themselves.

Update on CSR Initiatives

Dr. Toni Scarpa, Director of the Center for Scientific Review (CSR), discussed five main topics related to improving peer review: CSR data, recent activities, organization initiatives, realigning CSR peer review, and initiatives under early discussion.

CSR Data

Applications rose by 50 to 60 percent over the past few years, from 46,000 received annually five years ago to 80,000 now, although the number leveled off in 2007. At the same time, the average number of applications reviewed per reviewer has dropped from 11.6 to 6. 

In 2006, there were 80,000 applications received, 55,000 reviewed, 18,000 reviewers, 238 scientific review administrators (SRAs), and 1,800 review meetings. (The title “scientific review administrator” will soon be changed to “scientific review officer” to better reflect the position.) The slight decline in 2007 bodes well in terms of workload as well as for the pay line. While the number of R01 applications reviewed by CSR and the Institutes and Centers (ICs) grew by about 50 percent since 2001, the number of R21s grew far more: R21s reviewed by CSR alone increased from 1,000 to about 9,000 since 2001. Compounding the difficulty in instructing reviewers who review R21s, there are more than 200 different mechanisms.

Recent Activities

Increased Communication and Transparency: An advisory committee and several other committees are improving communication within CSR. Dr. Scarpa meets with these committees on a regular basis. 

Increased uniformity: An appeal advisory committee now handles decisions about appeals, rather than by individual SRAs, which makes the decisions more transparent and consistent. He stressed this committee handles appeals related to process, such as a missed deadline, while appeal of a review itself is still handed by NIH program staff. 

A best practices committee looks at workload, appropriate rosters, structure of summary statements, and other issues to suggest improvements.

Increased efficiency: One goal is to distribute the 80,000 applications received each year more efficiently. Now that applications are submitted electronically, automated referrals of applications to study sections should be fully running by February 2008. This process should save two to three weeks in the review process.

Improved study section alignment and performance: Through in-house retreats and with the scientific community, CSR reviewed all Integrated Review Groups (IRGs) over the past three years, and now the cycle begins again. The reviews are very constructive. Dr. Don Schneider, Director of the CSR Division of Molecular and Cellular Mechanisms, will report on potential changes that emerged from these reviews later in the meeting. 

Four of the six Open Houses scheduled for 2007 have taken place. While time-consuming, these Open Houses are very valuable to get input from the scientific community and are well attended. At the Neuroscience Open House, for example, 169 people were registered, including 26 study section chairs and representatives from 26 different professional societies. 

CSR Organization Initiatives

Dr. Scarpa reviewed the CSR organization chart. Nine review-enabling committees have been established: policy, scientific community outreach, SRA recruitment, reviewer recruitment, knowledge management, electronic reviews, SRA training, mentoring and staff development, and best review practices. For example, SRA recruitment used to occur only when someone resigned, resulting in a gap until a new person was hired. Now, a committee coordinates proactive recruiting by advertising in scientific journals and by recruiting SRAs for division-wide SRO positions, which enables CSR to quickly fill positions. Moreover, applicants tend to be more senior with demonstrated research experience. As another example, the reviewer recruitment committee is creating a potential reviewer database with the assistance of professional societies.

There are currently four CSR review divisions. The retirement of a division director in January led to examining this organization. Based on input from within and outside NIH, Dr. Scarpa is suggesting a fifth division on Neuroscience, Aging and Development, with five IRGs. This division makes sense because of workload and because these research areas are now spread across the four existing divisions. 

Realigning CSR Peer Review

Recent activities have focused on shortening the review cycle; recruiting and retaining more high-quality reviewers while decreasing the burden on applicants and reviewers; and improving the identification of significant, innovative, and high-impact research.

Shortening the review cycle: A preliminary step, introduced about 1.5 years ago, was to post summary statements within 10 days for new investigators seeking R01 grants and within 30 days for others, although they are usually posted sooner. The second step was the pilot to shorten the review cycle for new investigators. By November 2007, the shorter review cycle will extend to all new investigators submitting R01s. About 13 or 14 percent have taken advantage of this opportunity; perhaps because they are self-selecting, their resubmissions generally have fared better than the overall pool. Once in full operation, an estimated 1,000 to 1,200 new investigators may resubmit in the very next review cycle.

Reviewers: The need for high-quality reviewers continues, although about a thousand fewer will be needed than the 18,000 needed in 2006. The proportion of ad hoc, non-chartered reviewers compared to chartered reviewers remains too large. Study sections require too many reviewers. The demands of broader science and decreased reviewer load accounts for only some of the increase. Sometimes, ad hoc reviewers are brought in unnecessarily, making meetings too large.

Near-term solutions for recruiting and retaining the best reviewers include remaking peer review into a learning experience, expanding the call for volunteers, rewarding reviewers, requiring less travel through alternate review platforms, and shortening the length of applications.   

Expanding peer review platforms: Electronic review platforms can involve reviewers who otherwise cannot travel to meetings. Which platform works best? Dr. Scarpa said the platform that brings in the best reviewers is the best platform. He shared positive comments about asynchronous electronic discussions from an initially skeptical study section chair. The goal is for 10 percent of reviews to be done electronically in 2007.

Shorter Applications: A number of internal and external groups have expressed support for a shorter application. Twelve pilots are going on within CSR and several of the ICs with applications of various lengths. The pilots will need to be evaluated carefully.

Initiatives Under Early Discussion

Abolishing the deadline for permanent reviewers: To provide an incentive to serve as a permanent study section member, it has been suggested to allow these members to submit applications on a continuous basis, rather than at the fixed deadlines. The goal is to have this incentive in place by early 2008. Study section chairs have said this change would serve as a tangible reward to reviewers.

Editorial board-type reviews: The need for different ways to review complex research that involves many separate parts of science emerged from all the Open Houses. They are talking in a preliminary way about reviewers serving as on an editorial board, in which some reviewers focus on specific parts of an application. (This topic will be discussed later on the agenda.)
Dr. Scarpa said the NIH Advisory Committee to the Director (ACD) Subcommittee, chaired by Dr. Lawrence Tabak, Director of the National Institute on Dental and Craniofacial Research (NIDCR), is looking at issues related to peer review, including the locus of review, NIH support for investigators, the role of IC advisory councils, NIH portfolio management, the firewall between review and programs, scoring, and review of deeply innovative, translational, and multidisciplinary research. (Dr. Tabak will brief PRAC later in the meeting.)

Discussion

Resources for infrastructure: Dr. Joe Martinez complimented CSR’s efficiencies. He asked if PRAC could request a budgetary analysis to see whether it should make any recommendations about the infrastructure of peer review. Dr. Scarpa said NIH has been generous to CSR in the last two years, with a 10 percent increase last year and perhaps a 5 percent increase this year. Airline travel costs declined, but hotel costs increased. Electronic reviews decrease travel costs, but increase costs related to software and other technology. 

Dr. Story Landis said final decisions about budget are made by the NIH Management and Budget Working Group, which she co-chairs with Dr. Norka Ruiz Bravo. The IC research management services (RMS) budgets have also been rather flat.  The ICs, as well as CSR, could use additional resources for infrastructure. She said she and Dr. Bravo would take away from the meeting PRAC’s concerns that there are adequate resources for CSR to continue to do the innovative and creative things it has been doing. 

Dr. Paulette Gray complimented Dr. Scarpa’s presentation and said some reviewers recruited by CSR may already be serving in IC reviews. She also observed, as a new PRAC member, the meeting agenda seems heavily CSR-focused. Dr. Scarpa said he welcomes more presentations from ICs. Dr. Gray suggested working though the Extramural Program Management Committee (EPMC) and Review Policy Council (RPC) to solicit more IC participation in PRAC.

Removing deadlines for reviewers: Dr. Jill Buyon asked if the incentive to remove deadlines for permanent reviewers would create a rolling process, in that, for instance, reviewers of the reviewers’ applications would then fall under the incentive. Dr. Scarpa said about 50 percent of applications from reviewers are already reviewed in small groups because of conflicts; in fact, removing the deadline would actually help workloads of CSR and those applying for grants.

Dr. Craig McClain said continuous receipt would be transforming for grants management offices in institutions. He asked for any timeline and if there would still be a “secret date” for banking the applications to be pooled into a review process. Dr. Scarpa said, starting while the current process, continues means rolling it out group by group, first with permanent members of study sections. Small business and fellowship applicants would also benefit greatly by a rolling deadline. Dr. Landis said grant deadlines are already spread out by mechanisms, which is a step in the right direction, rather than having them all due on the first of the month.

Dr. Louise Ramm said discussion has taken place in a number of groups, such as EPMC and RPC, to make rolling deadlines available to reviewers NIH-wide to avoid confusion. She also requested an evaluation on the effect of the shortened review cycle on new investigators getting funding. Dr. Scarpa said they have taken a brief look but will look more closely.

Dr. Heidi Hamm asked for data about applications received but not reviewed by CSR, such as the percentage reviewed by ICs. Dr. Landis said ICs review the K awards, and most review their program project grants, center grants, and proposals in response to a Request for Applications (RFA). Dr. Scarpa said CSR would collect data from the last 10 years or so to see any trends. 

Dr. Berg thanked Dr. Scarpa for the presentation and discussion He said changes need to be looked at in the context of peer review, as well as program and NIH advisory council rules.

Enhancing Peer Review at NIH 

Dr. Tabak spoke on behalf of the Advisory Committee to the Director (ADC) and the Steering Committee (SC) working groups on Enhancing Peer Review at NIH. NIH is conducting this self-study in partnership with the scientific community to strengthen peer review in changing times.

Principles

He reviewed the principles behind the study. The increasing breadth, complexity, and interdisciplinary nature of biomedical science are creating new challenges for the system used by NIH to support biomedical and behavioral research, and peer review is a key component of the system. It is no longer the case that a single grant is sufficient to operate a typical laboratory. NIH must continue to adapt to change and work to ensure that the processes used to support science are as efficient and effective as possible for applicants and reviewers. NIH must also continue to draw the most talented reviewers.

To conduct the study, NIH is seeking input from the scientific community and within NIH. 
Dr. Tabak listed the members of the two working groups, stressing their coordination with CSR.

Approach

The study is in its diagnostic phase. A Request for Information (RFI) runs through September 7, and the Web site (http://enhancing-peer-review.nih.gov) asks for comments on six questions. The intent is not just to elicit what people see are problems but to ask how to redress the challenges they identify. In addition, the NIH Director, Dr. Elias Zerhouni, and the working group co-chairs held two conferences for deans around the country. Regional town meetings will be held through October 2007. Some of the participating societies have been surprised at the breadth of input requested and asked for additional time to consider their comments. The ACD WG, which has an external focus, is also selecting scientific liaisons to enhance the outreach efforts.

At the same time, the internal SC WG has been analyzing previous experiments conducted by ICs. Consultative meetings were held for NIH colleagues in July and August, with 500 participants. A Web-based survey for NIH asks the same questions as in the RFI, with two additional questions on funding and budget. Additional efforts include an analysis of peer review literature and of other agencies’ and countries’ approaches. Dr. Steve Payson, U.S. Department of Commerce, will be at NIH on a fellowship to conduct an economic analysis, and experts in psychometric analysis will also be engaged.

Drs. Tabak and Berg, as working group co-chairs, will brief Councils and other NIH groups this fall, concluding the study’s diagnostic phase in December 2007. The NIH leadership will consider next steps, envisioned as a series of pilots. After this piloting phase will come an implementation phase.  Dr. Tabak said the effort is ongoing and requested input from all present. 

Discussion

Dr. Lorraine Collins said her colleagues are interested in and appreciative of NIH’s efforts and are responding based on their personal situations, but wondered how the working groups will make sense of such comments. Dr. Tabak said professional societies can provide a broader perspective. Lessons can also be learned from anecdotes, particularly if many people relate the same experiences. He has begun to read through the comments and there is important and valuable information to extract, even among people’s frustrations. Dr. Collins said much of the concern relates to funding, even if it is attributed to peer review. Dr. Tabak agreed funding is a major driver, but the study is occurring at the right time.

Dr. Gray complimented the presentation and passed on a question about whether the study should be re-named so it is broader than peer review, such as “Enhancing Biomedical Research Support.” Referring to “enhancing” peer review gives a sense that the system is broken, which most people do not think. Dr. Tabak said there have been no discussions about changing the title. The word “enhancing” was chosen to imply the system is good but can be even better. 

Dr. Kitt urged attendees to respond to the RFI and asked Dr. Tabak to report back to PRAC.

A Peer Review Pilot: The 2007 NIH Director’s New Innovator Award Program

Dr. Berg updated PRAC on the NIH Director’s New Innovator Award, which was launched in February 2007 with additional resources appropriated to NIH by Congress. This program is open to new investigators with the goal of funding exceptionally innovative research with potential for significant impact. It funds up to $1.5 million in direct costs over five years, fully funded with fiscal year (FY) 2007 funds. Additional funds have allowed for 24, rather than the envisioned 14, awards.
Applicants

The application emphasizes highly innovative approaches to high-impact problems that would likely not fare well as an R01. Preliminary data are not required, and the proposed research, as long as it is relevant to the NIH mission, need not be in a conventional biomedical or behavioral discipline. Awardees will commit at least 30 percent of their time to this research.

The application consists of an abstract, 10-page essay, two-page biographical sketch, and list of current and pending research support. A new investigator is defined as someone who completed his or her doctoral training or medical training in 1997 or later, although an exceptions process can consider individual circumstances for those who finished training before 1997. Applicants cannot previously have been a principal investigator (PI) on an R01 or equivalent NIH grant and must hold an independent research position in a U.S. institution as of September 20, 2007. Almost 2,200 applications were received from April 25 through May 22, a larger number than expected. Dr. Berg suggested several reasons why, including pent-up demand and expectations within institutions that eligible candidates apply.

Review

The three main review criteria are the scientific problem to be addressed, innovativeness of the research proposed, and investigator qualifications. Each application was reviewed electronically by three reviewers, broadly matched for expertise in one of 10 categories. Each reviewer scored 30 to 35 applications on a 1-to-5 scale in the three criteria. They also identified the top four applications they reviewed. Because of the large number of applications, reviewers were told to then concentrate on the top applications that were strongest candidates for funding. One result, however, was that comments provided to the bulk of the applicants were not particularly useful.

From the 2,200 applications, a group of about 70 went to the ACD and the NIH Director. Currently, a group of IC directors and program staff are working on a final funding plan for 
Dr. Zerhouni’s consideration.

Dr. Berg thanked the team who worked on this grant for what he termed a heroic effort.

Discussion

Review method: Dr. Collins said the method of reviewing was similar to that of an editorial board, in which three people, rather than an entire board, review a manuscript. She wondered if the model might be more broadly applied. Dr. Berg said there has not been time to analyze the experiment yet, but a few aspects of the process have emerged as controversial and will be examined. For example, reviewers were matched to applications very broadly. Applicants were instructed to write for this broader audience, but there was some pushback from reviewers who did not feel competent in providing some of the reviews. Some applicants also submitted R01s, so looking at similarities and differences in the reviews will be interesting. 

Long-term outlook: Dr. Buyon asked about the mechanism for evaluating the new investigators during the five years of funding. Although there will not be oversight as in competing renewals, Dr. Berg expressed confidence that the large majority of them will do very well. He said the recipients probably represent a special cohort, in that they are from the top 1 percent of those who applied, and probably have a distinguished record for an early career stage.

Dr. Martinez asked about the long-term outlook for the program, as well as the effect on the recipients when they compete for R01s in future years. Dr. Berg said the President’s FY2008 budget contains funding for the awards, and the program will continue if funded.  Unlike the R29, in which new investigators did not fare well when they later applied for R01s, this award is very select and also provides more money so they should be able to accomplish more. Dr. Berg said the program is part of an NIH-wide commitment to fund 1,500 new investigator R01s. 
Dr. Martinez asked Dr. Landis about the Specialized Neuroscience Research Program (SNRP), a National Institute of Neurological Disorders and Stroke (NINDS) program for minority-serving institutions to create infrastructure. She said the program shows creating a research-supportive environment is difficult and subsequent yield of R01s has been low. Dr. Martinez stressed he was not criticizing SNRP, but that some mechanism must help people transition to an R01.

Dr. McClain was concerned that strong applicants who do not get funding will be frustrated by the reviews, and funding more R01s might have been a better use of the money. Dr. Berg said the program was inefficient in terms of the workload on applicants, reviewers, and NIH staff. On the other hand, about 25 super-talented investigators will get their careers off to a great start. 
Dr. Landis called the program an interesting experiment since different criteria than the usual are used, although not all NIH funding should be dispersed this way. Dr. Berg said a significant fraction of the top applicants had never applied for an R01. Others who had applied did not have the experience and data to get funded, even though their ideas were well received.

Dr. Buyon said the implication is that the awardees are the “best of the best” but urged careful scrutiny at the end of the program, especially in light of the amount of money. Dr. Berg said defining the absolute best projects was very difficult, especially among the top applicants. 

Dr. Jane Steinberg congratulated Dr. Berg and the group who worked on the program on getting it done in the short time frame. She suggested putting an evaluation in place now, rather than at the end of the program. She also asked whether reviewers’ selection of their top four applications was useful. Although difficult for them to choose, Dr. Berg said it proved to be a helpful filter. 

Applicant pool: In answer to a question by Dr. Collins, Dr. Berg said the top two research areas were clinical and translation research, and pathogenesis research. Behavioral sciences were also well represented. These responses represent a way to track the science. Both the general and top pools of applicants were about 25 to 30 percent female. 

PRAC Working Group on Fourth Neuroscience IRG

Dr. Schneider and Dr. McClain reported on a working group assigned to look at how neuroscience is reviewed in CSR.

Background

In a review of the neuroscience IRGs in September 2006, CSR realized small numbers of R01 applications were being reviewed in special emphasis panels (SEPs) with a fair number of reviewers, which represented an inefficiency and a potential unfairness worth addressing. This situation seemed particularly to apply to the Molecular, Cellular, and Developmental Neuroscience (MDCN) IRG, so a working group was selected to recommend any changes to PRAC. In December 2006, PRAC asked for the larger picture of all the neuroscience IRGs. 

Extending the Crosscutting View

A working group that represented all the neuroscience IRGs was put together. In April 2007, the group recommended that PRAC approve two new regular study sections to handle crosscutting technologies in the neurosciences. Approval of these study sections led to an extension of this crosscutting view to small business (SBIR) applications and fellowship and training applications. 

Participants in the Open Houses, as well as a statement by the president of the Society for Neuroscience, lend support to the idea that technological advances accelerate the pace of discovery. The new study sections are a middle ground between existing sections that focus on technology development and those that focus on the application of technology in a hypothesis-driven setting. He presented several examples to illustrate this middle ground.

The proposal to cluster study sections to create a fourth neuroscience IRG to focus on emerging neuroscience and training (ENST) is the result of input from both external and internal sources. Clustering would help the review of fellowships and SBIR applications, as well as deal with the fact that the other neuroscience IRGs have grown too large. 

This new ENST IRG, if approved, would be staffed by eight SRAs and comprise two regular study sections, five fellowship panels, and six SBIR panels, as well as some trans-NIH application reviews.  It would not realign any existing study sections. The IRG would stimulate neuroscience research activity.

Discussion

Dr. McClain called the idea a win-win situation by improving overall efficiency, expertise in the review process, the workload for NIH, and interaction. Dr. Schneider said guidelines and provisional rosters for the new study sections would be posted before receiving applications so investigators would know how to focus their grants.

Dr. Martinez said the word “training” in the title of the new IRG applies to all disciplines and asked why it became part of the name. Dr. Schneider said suggestions were welcome on the IRG name but was not prepared to answer whether training should be included in other IRG titles.

Dr. Landis asked whether a neuroscience division within CSR had been finalized (as reported earlier). Dr. Scarpa said the change is in process. 

Dr. Kitt asked for a motion for PRAC approval of the establishment of ENST as a fourth neuroscience IRG. The motion passed. Dr. Kitt said staff would apprise PRAC about how the changes are going.

Asynchronous Electronic Discussion

Drs. Joseph Rudolph and Ross Shonat, SRAs who have coordinated CSR development of asynchronous electronic discussion (AED) to review applications, updated PRAC on the system.

Dr. Rudolph explained AED is a secure Web-based review method with threaded discussion boards. Although data are mined from IMPAC II and the Internet Assisted Review (IAR) systems, AED maintains a separate server environment. This separation is crucial so AED can continue if the other systems go down. 

Advantages and Challenges

AED is intended to provide an additional review platform, not replace face-to-face meetings. It can attract senior and experienced reviewers who are unable to travel. AED can adapt to the requirements of an individual SRA for both small and large panels. Dr. Rudolph listed AED’s advantages, including greater flexibility in scheduling and expanding the potential reviewer base.

Two initial challenges have been the familiarization period required by the new format and the need for active participation on the part of the SRA, chair, and reviewers. They must actively go into each thread to participate, rather than sit back during a meeting and listen.

Dr. Rudolph described the AED process, which begins like a face-to-face review in which reviewers are recruited, receive the applicants’ materials, and submit initial scores and critiques on IAR. The AED occurs in three phases: streamlining, discussion, and final scoring. At the end, reviewers revise their scores in IAR. Discussions are not archived, and back-ups are deleted.

Dr. Rudolph showed several screen shots to illustrate how AED works. 

To develop a culture of usage and acceptance, Drs. Rudolph and Shonat have made many presentations and answered many questions. Training for SRAs, reviewers, and program staff is offered, and Dr. Shonat updates SRAs as changes are made. Integration with IMPAC and IAR has been a challenge. One suggestion is a single log-on. A web designer will look at the site to suggest usability improvements. 

Growth in Usage

Dr. Rudolph shared several charts that show the growth in AED use: from 350 applications in October 2006 to 1,121 in the most recent round, and from 38 to 64 meetings. Meetings have become more efficient, from an average of 9.6 to 17.5 applications discussed per meeting. He is encouraged more SRAs are now using AEDs, from 31 last year to 55 now. They have received many positive comments, but Dr. Rudolph said he particularly welcomes constructive criticism to determine what to improve.

Future Directions

The main goal is to scale up the number of review panels, applications, and ICs using AED. Improvements to the interface and the hardware will be made. Synchronizing reviewer authentication with the NIH Commons is another large goal. Dr. Rudolph acknowledged the efforts of Dr. Shonat, as well as the project management team, developers, AED support, and 
Drs. Scarpa and Kitt.

Discussion

Evaluation and feedback: Dr. Scarpa asked Dr. Rudolph to explain the evaluation process for the program. About 600 reviewers who have used AED were surveyed. Another massive evaluation will be conducted once the new site is rolled out, probably in spring 2008. 

Dr. Ramm said AED is an innovative way to get more and specific types of reviewers involved in peer review, but takes a lot of work. Her husband teaches the same course online and in a classroom, and he says the online version takes three to four times more effort. Dr. Scarpa said money is saved in travel, but more time and resources are spent in development. It is more inefficient for staff, even if more efficient for reviewers. A survey shows 60 to 70 percent favor AED, but only about 10 percent want their own application reviewed through AED. Dr. Rudolph said this figure shows the need to develop a culture of usage. 

In response to a question by Dr. McClain about feedback from senior investigators, Dr. Rudolph said the reaction has been more positive than he anticipated. Dr. Scarpa said AED makes for a more democratic discussion, in that it is difficult for someone to monopolize a discussion. 
Dr. Rudolph said AED also helps newer reviewers express their thoughts. Dr. Buyon said AED allows reviewers to verify information, which is more difficult in an in-room discussion. 

Dr. Hamm asked about SRA usage of AED. Dr. Rudolph said AED has mostly been used in SEPs and in small study sections. As people get more comfortable with it, they will use it in different ways and for bigger meetings. Many tasks have been automated. The SRA workload is about the same, but spread differently than in face-to-face meetings. 

Security: Dr. Gray asked how the qualifications of all the applicants are reviewed if only the PI is listed on the screen. Dr. Rudolph clarified reviewers still get the all the applications considered. She also asked about security. All print, copy, and save features have been disabled, and a warning about confidentiality appears when reviewers log in. Dr. Scarpa noted CSR received advice from general counsel on security issues, which is one reason why discussions are deleted. Dr. Martinez asked how program officers give feedback to PIs if the discussions are erased. 
Dr. Rudolph said feedback occurs as in traditional meetings, with the program officer taking notes.

Keeping track: Dr. Buyon said a PI might get more feedback through AED since sometimes a program officer is not at a meeting, but wondered if it is difficult to follow applications out of order on AED and how outside-the-range scores are handled. Dr. Rudolph said reviewers who vote outside the range are instructed to explain why if they have not participated in the discussion.

Dr. Collins complimented the process, but also asked how reviewers keep track when several applications are under consideration simultaneously. Dr. Rudolph said there tends to be an ebb and flow, and the chair and SRA also monitor discussions to wrap up an application when it seems the same points are being repeated. Dr. Steinberg asked Dr. Rudolph about ways to manage AED with larger numbers of applications. He said he is putting together a document with best practices; for example, multiple chairs may handle subsets of applications. Dr. Landis asked whether SRAs are tracking which reviewers are more effective in an AED format, especially as application numbers increase. These kinds of data would help figure out the best way to use AED. Dr. Rudolph said the role of a strong and active chair is crucial to monitor the discussion, keep it on track, and prompt reviewers who may have relevant comments. 

Dr. Kitt thanked Dr. Rudolph and reminded PRAC that, while AED represents an intriguing way to do business, it is only used in a small percentage of cases.

The Office of Portfolio Analysis and Strategic Initiatives 

Dr. Kitt introduced Dr. Alan Krensky, Director of the Office of Portfolio Analysis and Strategic Initiatives (OPASI). Dr. Krensky said the NIH Reform Act of 2006 contains provisions related to coordination and interaction across NIH and with the external community, including the establishment of a Division of Program Coordination, Planning, and Strategic Initiatives. 

Mission and Structure

The mission of OPASI is to provide ICs with methods, tools, and information to improve portfolio management, identify important areas of emerging scientific opportunities or public health challenges, accelerate investment in these areas, and coordinate and make more effective use of NIH-wide evaluation processes. Dr. Krensky reviewed the office’s organizational structure. The OPASI director is a deputy director of the NIH and reports to Dr. Zerhouni. The office has three divisions: Resource Development and Analysis (DRDA), Strategic Coordination (DSC), and Evaluation and Systematic Assessments (DESA). Portfolio analysis, strategic initiatives, and evaluation feed upon each other and help inform the process. 

Trans-NIH Priorities

Selecting initiatives that fit within the NIH Roadmap began with scientific consultation meetings in early 2006. NIH staff and public input were solicited throughout 2006, culminating in a meeting of the 27 IC directors in January 2007. In May 2007, a group of IC directors selected five topics for Roadmap funding. The topics of the microbiome and epigenetics were selected to go forward. Protein capture agents and proteomics, as well as standardization of human disease phenotypes, were also chosen to go forward, with more work done before funding. A fifth topic—inflammation as a common mechanism of disease—will not go forward as part of the Roadmap because much work is ongoing in this area.

Dr. Krensky stressed OPASI looks beyond the Roadmap for other areas of trans-NIH coordination. OPASI could affect transdisciplinary research in three ways: the Roadmap initiatives, infrastructure-type Roadmap projects, and portfolio-analysis tools that can promote connections across NIH. Factors for success include putting science first, planning based on evidence, maintenance of transparency, communication of plans, and change management. In the end, said Dr. Krensky, OPASI success will be measured by its ability to fill gaps, alleviate redundancies, and add value to strategic planning and NIH’s research portfolio.

He posed three questions for PRAC discussion: the areas that would most benefit from a “trans” approach, where there might be economies of scale, and in particular the role that CSR might play in Roadmap project review.

Discussion

Codifying processes: When Dr. Landis asked what Roadmap projects were reviewed by CSR, Dr. Krensky said standard operating procedures and approaches are being developed in coordination with CSR. Some Roadmap initiatives, such as the Pioneer and New Innovator awards, are experiments in both who is funded and how they are chosen. Dr. Kitt and staff estimated about 50 percent of Roadmap initiatives were reviewed by CSR, with the National Center for Research Resources (NCRR) handling the bulk of the bigger applications. 
Dr. Krensky said this should be the default pathway, but should be codified. 

Dr. Krensky expressed the hope that working groups can continue to percolate new ideas, such as those related to systems biology, for future consideration. Dr. Ramm asked how funding will be decided once the original Roadmap activities are evaluated. Dr. Krensky said this year is the first in which the Common Fund was funded by a line item from Congress, rather than from IC budgets. Mid-course reviews to decide what should go forward have begun, and funding successful projects on a long-term basis will be in an issue to wrestle with. Another issue is how to use the additional, but more limited, funds that have come from “Roadmap 1.5.” 

Evaluation: Dr. Hamm asked how the evaluation mechanisms themselves are evaluated. 
Dr. Krensky said the evaluations branch includes professionals who support ICs and do reviews of the Roadmap. For example, evaluations of the Pioneer awards began at the outset of the program, and the ICs are trying to set up as many prospective evaluations as possible. He is hoping the branch becomes an evaluation laboratory. A Science of Science committee is also looking at such issues as what constitutes quality. A workshop on innovation will be held in December. Dr. Hamm suggested there is creativity in figuring out what the metrics are and asked whether standard operating procedures (SOPs) around evaluation are a goal. Dr. Krensky said some scientists, such as David Baltimore, think the NIH system is working well, while others think it is sclerotic and broken, with an entire spectrum in between. He said there are evaluation SOPs relating to IC relationships, but Roadmap areas are not as developed. 

Veterans Administration Merit Review

This presentation was the first of three on different models or paradigms for peer review.

Dr. McClain has received 30 years of funding from the Veterans Administration (VA) and has served on many VA review panels. Research is one of the missions of the VA, but it is structured differently than the NIH research system. The VA has four Research and Development (R&D) services: Biomedical Laboratory, Clinical Science, Health Services, and Rehabilitation. Success includes support of three Nobel Laureates. 

Grant applications are reviewed within 26 merit review subcommittees, organized by medical subspecialty areas. Major changes have occurred in the past five years. A proposal is now reviewed by two or three internal reviewers, and reviewed externally only when expertise is not available internally. The new application has a 25-page limit (up from 15 pages of text) and an “NIH-type” format. As the pay line has decreased, investigators have increased the amount of preliminary data they provide. Significance of a proposal to the veteran population is very important. 

The research budget represents about 3 percent of the overall VA budget, and about 70 percent of the research is investigator-initiated. Research is highly clinically oriented. Under the new system, a maximum grant is $125,000 per year for four years. The pay line is in the mid-20th percentile, although the majority of investigators are applying for continuations. New investigators coming into the system are usually reviewed a little easier, but only get three years of funding. 

The VA’s Web site on research is at http://www.hsrd.research.va.gov/funding.

Discussion

Dr. Ramm asked about the decision to increase the application size. Dr. McClain said reviewers and the VA’s equivalent of SRAs supported the change. Dr. Martinez asked whether the review process brings the science to an NIH level of excellence. Dr. McClain noted VA focuses on a more directed type of research than NIH. In earlier tight times, he saw grants funded by NIH turned down by the VA and vice versa. 

Dr. Buyon asked about interaction in the process after the reviewer submits his or her review. Dr. McClain said the inability to get feedback was a frustration to many external reviewers. 

Dr. McClain clarified the $125,000 grant is for direct costs, with approximately 3/8 of an investigator’s salary and indirect costs coming from other VA accounts.

Congressional Directed Medical Research Programs 

Dr. Janet Harris, Colonel in the U.S. Army Nurse Corps and Director of the Congressionally Directed Medical Research Programs (CDMRP), discussed how peer review is carried out in that program. As background, CDMRP began in 1993 as the result of efforts by the National Beast Cancer Coalition. Since 1993, additional programs have been funded. Significant to note is that the program is not part of the President’s budget, but funded by Congress. Thus, the programs and the amount each receives are not known until appropriations bills are written, a particular challenge when operating under a continuing resolution.

The Institute of Medicine was commissioned to develop a management process for the program, which entails a two-tier review process. The first tier is scientific peer review, and the second is a programmatic review. Both tiers include participation from consumer advocates or individuals who have the disease under study. CDMRP tries to be synergistic with research funded at NIH. They look at untapped areas, as well as focus on highly innovative high-impact research. 

After a program receives an appropriation by Congress, an integration panel, made up of consumer advocates, scientists, and clinicians, is convened. The panel develops a vision of how best to invest the money and what mechanisms would achieve the goals. Program announcements are based on this vision. The scientific review evaluates the science and looks at budgetary recommendations. These reviews go on to programmatic review, in which an integration panel of experts looks at which scientifically meritorious studies are mostly likely to achieve the goals laid out at the beginning of the year. Between 5,000 and 5,500 applications are received over the different programs, and about 700 are funded. There is not a resubmission process; rather, each application is considered new and evaluated on its own merits. 

Innovative Electronic Systems

Grants have been received electronically since 2001, with most work done online. Reviewers have access to the system when they are meeting, and they score online. An electronic grants management system is used, and a product database was developed in 2006. With this database, as research goes on to NIH or elsewhere for further funding, CDMRP can track its contributions.

Innovative Research Ideas

Research mechanisms have been developed to capture new ideas, such as the Impact Award and a multidisciplinary postdoc mechanism. The Concept Award supports an individual getting pilot data. The Era of Hope Scholars is similar to the NIH New Innovator Award. Videos help train reviewers in what to look for in terms of innovation, impact, and synergy, and videos are also being created for applicants to explain what CDMRP is looking for in these areas.

Innovative Review Processes

Applications are received via grants.gov. Several types of pre-applications are used, including letters of intent, nominations, and pre-proposals, which allow the program office to capture information earlier in the process.

Panels range from 15 to 25 reviewers, with the goal of keeping the number of proposals down per panel to have more time for discussion. About 30 percent of the panels each year are new reviewers. Part of that change is self-driven, depending on the proposals received. In this regard, pre-applications help, because the appropriate expertise can be recruited as needed to review the proposals expected to come in. 

Each mechanism has global scoring as well as its own set of review criteria. The program announcements make the weighting among the criteria clear. 

Online electronic review has taken place for about five years. Asynchronous online reviews have been added so reviewers can resolve differences of opinion, decreasing the frequency of disparate scores among reviewers from 22 to 6 percent. An expedited review process has been implemented so more time can be spent discussing proposals most likely to get funded. Applications that receive an expedited review and are not discussed do receive a summary statement from the three reviewers; in addition, these applications are identified at the beginning of the second-level review in case a panel member wants a specific one to be discussed.

Reviewing how some special mechanisms are reviewed, Dr. Harris explained the process to select the Era of Hope and Innovator awards. Instead of scoring, reviewers respond to a list of questions under each criterion. In addition to the SRA and the chair, a facilitator makes sure all the questions get answered. Dr. Harris stressed this process works because of the particular awards and because it occurs after an initial screening. Rather than rank-ordering by global score, the programmatic review rank-orders by which criteria were deemed most important for that mechanism. Panels weigh programmatic relevance for portfolio balance, impact of proposed studies, and likelihood of moving the field forward. If the proposal was blinded at peer review, it is also blinded at programmatic review.

She referred those interested to the website at http://cdmrp.army.mil.

Discussion

Dr. Gray asked whether designated Federal officials are involved in the peer review process. 
Dr. Harris said peer review is contracted out for coordination, with oversight from her office. 
Dr. Gray also asked whether advocacy participants use the same review criteria as others on the panel, especially related to scientific criteria. Dr. Harris said the advocacy participants do use the same criteria and do very well. They are trained in many areas, including the scientific review process. Feedback from scientific reviewers is they like having consumer advocates at the table. Dr. Landis pointed out the monies to CDMRP are appropriated for specific disease efforts, which means advocates are probably scientifically sophisticated in those areas. Dr. Harris agreed the fact that panels are disease-specific is important to remember. All reviewers are reimbursed $1,250, an amount that has not changed since the program began.

Dr. Martinez asked about collaboration with Defense Department laboratories. Dr. Harris said researchers are encouraged to collaborate, but it does not enter into funding decisions. She noted collaborations with VA scientists and clinicians may be looked at more closely with the traumatic brain injury and post-traumatic stress disorder funding recently received. 

Dr. Harris clarified only specific programs are blind-reviewed, such as the Concept Award, which is a two-page application. Experimenting with blinded versus unblinded reviews has been discussed but never done. Page limits depend on the specific application, from two pages up to 30 or 40 pages for Center awards. Research is done worldwide and open to academia, industry, and Federal agencies. Grants range from the $75,000 to a $60 million consortium over five years for the new traumatic brain injury program. Typically, the highest has been $15 to $20 million for center-type awards.

Editorial Board/Two-Stage Review

The final presentation in this series of alternate review models was made by Dr. Anita Miller Sostek, Director of the CSR Division of Clinical and Population-Based Studies, reporting on behalf of a group looking at two-stage reviews.

The challenges in reviewing complex, multidisciplinary, and translational research have been consistently noted during the CSR Open Houses. There is a need to review the research in a way that emphasizes overall significance and impact while also providing specific expertise in the many scientific areas represented in the applications.

One possibility is a two-stage peer review, similar to a scientific editorial board review. The first stage would involve many reviewers submitting independent assessments by mail that focus on the methodological and technical aspects of the science proposed. The second stage would use a small group of experienced reviewers to emphasize impact and significance; they could use a variety of meeting formats. Second-stage reviewers would do the final scoring, perhaps with recommendations or initial scoring from first-stage reviewers.

Examples of complex and nontraditional reviews at NIH include the Pioneer Awards, the Women’s Health Centers Review, and some reviews at the National Heart, Lung, and Blood Institute (NHLBI). The question has been where to apply a two-stage pilot. CSR is looking at three or four IRGs that focus on disease processes or physiological systems. There is also an ongoing pilot for bioengineering research partnerships (BRPs), which are very complex, multi-site technology applications. A pilot for small business applications is under discussion.

Issues to Address

Among the issues to address are the logistics of recruitment and optimal review loads at both stages of the review, especially the second stage. Potential conflicts of interest for dyads (two reviewers from the same institution) must be defined and might be different for mail reviewers. Scoring procedures, and the role of the first stage, must be determined, as well as how streamlining would be conducted. 

The hope has been that a two-stage review would be faster than traditional reviews. SRAs are challenging that idea, however, because there needs to be adequate time to distribute applications to reviewers in both stages, turn around applications from the first stage to the second, and recruit reviewers for both stages. 

Two-stage reviews have such potential advantages as (1) facilitating reviewer recruitment (especially for the first stage), (2) affording efficiencies in that the primary reviewer does not have to critique the approach in the same detail as presently occurs, (3) providing the ability to use structured critique formats, and (4) facilitating greater consistency of final scores with a smaller group. 

She explained the bioengineering research partnership (BRP) pilot underway, conducted by 
Dr. John Ferrell and the Surgery, Bioeengineering, and Bioimaging IRG. At least two first-stage reviewers with specialized expertise look at each application and provide mail reviews. Their critiques will be available for the second stage. Mail reviews will provide preliminary scores, either for the whole application or a specific section, depending on a reviewer’s expertise. The stage-two reviewers are senior level and/or experienced with BRPs. An option still open is to bring in the first-stage reviewers by phone.

Challenges

Challenges of two-stage reviews include adapting the concept to specific types of reviews. As an example, in the SBIR applications, would commercialization fall under the second stage? The perception that the first stage is somehow lesser value has to be avoided. Logistics related to timing, workload and recruitment, and technical adaptations must also be worked out.

Discussion

Dealing with two stages: Dr. Landis asked how IC Councils would handle the results of the pilots in deciding on funding, since scores would be derived in a different manner than other mechanisms. Dr. Scarpa said requests for a process to deal with complex multidisciplinary science have been a common denominator at all the Open Houses. Dr. Kitt said different types of review have been done before at IC request. Dr. Landis said she is looking at how the next level of review would deal with this two-stage process.

Dr. Gray said the National Cancer Institute moved away from a two-stage process for its P01s and could share its experiences with PRAC. Audience participant Dr. Helen Sunshine, NIGMS, said two groups reviewed P01s at NIGMS many years ago, although without differentiating that the first stage focus on technical aspects. She asked if the group had thought about reversing the order, so significance and impact are looked at first. Although preliminary, there has been thought about innovation as the first filter in the Eureka awards.

Dr. Buyon said she favored switching the order to consider significance and impact first. Otherwise, first-stage reviewers are offering technical expertise in a vacuum with no intellectual input into the final product. 

Efficiency: Dr. Martinez said the process seems inefficient in that two sets of reviewers must be recruited, and those in the second stage may still go back to issues of approach. Dr. Sostek noted the workload in the first level would be less. Dr. Ramm said NCRR had experience with multidisciplinary, complicated mechanisms that might yield some lessons. She suggested Dr. Sostek speak with Cheryl Brining in the NCRR Office of Review.

Dr. Berg said the Pioneers’ first reviews are essentially done by mail with the intent that reviewers score for the quality of the investigator and innovativeness and try to suspend critical analysis about plausibility. When the top 25 applicants come for interviews, it becomes clear that the ideas of perhaps four or five are not plausible. Dr. Scarpa said the current culture of CSR is not to prescreen based on other criteria, but that could change. He said journals send out papers and ask reviewers to focus on just one part of a manuscript based on their expertise. The alternative for complex applications, he said, was for six or more reviewers to cope with the entire application. He said nothing is being done at this point beyond asking for input. 

Dr. Buyon said the process is not parallel to a journal, because a journal editor has a wider interest. In contrast, this process suggests reviewing one little aspect without the broad concept. Dr. Landis said the discussion suggests a lot of interest and thoughts on the pilot. She said it did not seem to make sense for an R01, although Dr. Scarpa noted many R01s now come in with multiple investigators. Dr. Sostek said the process worked well with Women’s Health Centers. It was a self-contained review. There were challenges but it was a well-informed review. She said the level of interest shows this is a topic to look at more fully with PRAC.

Short Application Pilot

Dr. Don Schneider returned to the podium to update PRAC on pilots around shortening the application. There are four goals of shortening activities: assess meritorious science; align review criteria and the research plan format; lessen the burden, especially for reviewers; and have timely review outcomes.

The Trans-NIH Application Committee, as reported at a previous PRAC meeting, issued an RFI about a shorter application. Of more than 5,000 responses, 75 percent favored a shorter application. Recommendations were developed in the context of other peer review initiatives under consideration by Dr. Zerhouni.

In the meantime, through RFAs and other initiatives, a range of possible self-contained pilots with various page lengths and formats have emerged. CSR hopes to develop a questionnaire for reviewers and staff to administer to address application length and format. The timeline is tight because one of the pilots comes up in early October. Results of the survey will be shared. A number of ICs are involved in the upcoming pilots. 

Discussion

Dr. Martinez characterized the questionnaire as a process evaluation and asked whether an outcome evaluation was planned. Dr. Schneider said the upcoming early October pilot is one that will take place in a regular CSR study section that will review shorter applications as well as R01s with 25-page applications. It should be informative since the same group of people will review both types of applications at the same meeting. Dr. Sunshine said the Eureka awards will be reviewed by other ICs in addition to NIGMS, so those groups should be surveyed as well. Dr. Landis said comparing the experiences of NIGMS, NINDS, National Institute of Mental Health, National Institute on Drug Abuse, and National Institute of Allergy and Infectious Diseases in reviewing the Eurekas will be interesting.

General Discussion and Conclusion

With no other topics raised, a motion was made and passed to adjourn the meeting at 2:55 p.m.  
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