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Center for Scientific Review 

Peer Review Advisory Committee Meeting

National Institutes of Health

U.S. Department of Health and Human Services

June 8, 2009

The Peer Review Advisory Committee (PRAC) convened at 8:00 a.m. on Monday, June 8, 2009, at the Hilton Hotel in Rockville, Maryland. The entire meeting was held in open session. 

Drs. Antonio Scarpa and Story Landis presided as co-chairs. 

Members

Story Landis, Ph.D. co-chair

 

Garret FitzGerald, M.D.

Antonio Scarpa, M.D., Ph.D. co-chair 


Ann Hagan, Ph.D.

Helen Blau, Ph.D. (ad hoc) 




Leslie Leinwand, Ph.D.

Dean Brenner, M.D. 




Andrew Murray, Ph.D.

Jill Buyon, M.D.





Sally Rockey, Ph.D.

R. Lorraine Collins, Ph.D. 




Louise Ramm, Ph.D.

Cheryl A. Kitt, Ph.D., was the executive secretary for the meeting. 

I. Welcome and Introductions

Dr. Landis welcomed attendees to the meeting. Dr. Scarpa recognized two newly named PRAC members: Dr. Ann Hagan, Associate Director for Extramural Activities at the National Institute of General Medicine; and Dr. Helen Blau, Director of the Baxter Laboratory in Genetic Pharmacology at the Stanford University School of Medicine.


 Dr. Cheryl Kitt asked PRAC members for comments or changes to the Nov. 3, 2008 minutes. With no comments or changes, the committee unanimously approved the minutes.

II. CSR Peer Review Updates

Dr. Scarpa updated PRAC on the status of peer review, addressing the opportunities and challenges facing CSR and NIH amid an unprecedented influx of applications for stimulus funds—while employing new peer review practices to spur biomedical advances. 

NIH Budget and Grant Applications Impact CSR and the Review Community

· NIH budget spikes: Due to $10 billion in federal stimulus funds, the 2009 NIH budget rose to $39 billion. 

· Grant applications soar: In just two months, CSR received more than 21,000 extra applications for stimulus funds. For 2009, CSR expects to receive more than 115,000 applications, versus 77,000 in 2008.

· CSR and reviewer workloads increase dramatically: To review these applications in 2009, CSR will need 38,000 reviewers, versus 16,000 in 2008; and it must convene 1,600 review meetings, versus 1,400 in 2008. CSR staff and the review community are rising to the challenge. 

CSR News Updates

· Reorganizing and staffing: CSR has completed a 3-year effort to reorganize its scientific review divisions to better reflect the science. The Center just named three new division directors, and it will soon hire a fourth. In addition, CSR named one new Integrated Review Group (IRG) chief and it plans to recruit four more.

· Aligning CSR’s study sections: While CSR manages increased workloads due to the stimulus funds, it has taken a short break in conducting IRG reviews, which are intended to keep its study sections better aligned with science. However, CSR continues to discuss needs with the scientific community, and it is evaluating study sections that review fewer than 50 applications. 

· Assigning applications accurately: NIH is working on updating software to make it easier for applicants to suggest study sections that they believe are most appropriate for reviewing their grant applications.

· Shortening the review cycle: Every new investigator and most established investigators are eligible to submit an amended grant application four months after their first submission; 13 percent of new investigators do so. 

· Posting rosters for Special Emphasis Panels (SEPs): NIH will now issue one roster for all the small SEPs in each IRG, because individual rosters make it too easy for applicants to identify reviewers of their applications. 

· Using additional review platforms: Though they often have reduced costs, CSR uses electronic reviews to recruit reviewers who otherwise may not be able to travel to meetings.

· Recruiting the best reviewers: NIH has implemented several strategies for recruiting reviewers. For example, reviewers in chartered study sections now have the ability to submit many of their grant applications anytime, without adherence to established receipt dates. 

Enhancing Peer Review

Dr. Scarpa gave an overview of the trans-NIH enhancing peer review initiative. He then discussed changes that have been implemented:

· New transformative research (T-R01) grants program employs a three-level editorial review process geared to identifying highly innovative and transformative research.

· “Early Stage Investigators” are being identified so they and other new investigators can be supported appropriately.

· Research is funded earlier by reducing the number of times an applicant can submit an amended application. 

· Enhanced review criteria increase focus on overall impact.

· Template-based critiques align to the review criteria that utilize bullets to focus on the strengths and weakness of each criterion.

· A simplified 1-9 scale is used to assign scores for each core review criterion and the overall impact. An initial assessment of this new scoring system in a number of study sections shows that scores are being distributed appropriately.

·  CSR review groups calibrate scores by discussing applications in order of average preliminary scores from assigned reviewers. 
· Reviewer and chair trainings provide critical support to these key review players. 

American Recovery and Reinvestment Act

· Grand Opportunity grant applications number 2,600 for ARRA funds, but an extended deadline may bring in more applications. CSR, however, will only review a small percentage of these applications. The NIH Institutes will review the rest of the applications.

· Competitive revisions number more than 2,000 this round. They will be reviewed in  SEPs. 

· Two-stage editorial board reviews are being used to review the Challenge grant applications. 

· The demand on reviewer time needed to review ARRA applications is not sustainable.

Dr. Scarpa said NIH needed a plan to manage expected surges in grant applications due to unfunded Challenge grant applications being reworked and submitted as R21 or R01 grant applications in October 2009 and beyond.  

Discussion Highlights

· Is there a need for continued peer review training? Dr. Scarpa said reviewer/chair training will continue to address current and future changes in peer review.

· Will NIH assess the enhancing-peer-review changes? Dr. Scarpa said NIH is collecting data to analyze the new peer review process; the details are being finalized. He added that a future independent evaluation could be valuable. 

· Will paylines be affected by the large number of applications ARRA funds? Drs. Scarpa and Landis said the dramatic increase in these applications is promising for science, though academia should know that pay lines may be lower as a result.

· What does NIH program staff have to say about the new scoring system? Multiple members suggested that NIH should invite extramural officials to speak at the next PRAC meeting to give feedback on how the use of the new scoring system affected funding.
III. Update on ARRA and Enhancing Peer Review at NIH 

ARRA

Acting Deputy Director of NIH Dr. Larry Tabak discussed the distribution of ARRA funds and how the ICs will be using them. 

· The majority of ARRA funds will support various grant mechanisms, trans-NIH funding opportunity announcements, grant application revisions, summer internship programs, administrative supplements, facilities improvement and more.

· Challenge grant applications undergo a two-stage editorial review, first by subject experts who submit their input electronically and then by editorial board reviewers who do the final scoring and ranking.

· $200 million initially committed to Challenge grants will come from the Office of the Director. ICs have decided to support Challenge grants separately, perhaps doubling these funds.

Dr. Tabak then made several comments about the ARRA initiative:

· The large number of ARRA applications reflects, in part, untapped capacity in the biomedical research community.

· NIH and grantees will face federal requirements to track ARRA funds and show scientific and public health outcomes. Web sites that will be used to track these funds include recovery.gov, usspending.gov, federalreporting.gov, fedbizopps.gov and NIH’s report.nih.gov. 

· CSR and NIH staff members deserve kudos for their extraordinary efforts in meeting the ARRA challenge. 
Enhancing Peer Review Update
Dr. Tabak thanked CSR and NIH staff as well as the scientific community for working to enhance NIH peer review, and discussed peer review enhancements that are being implemented.

· Core enhancements: NIH has abolished A2 applications and implemented policies and practices to identify new and early-stage investigators applying for R01s. NIH also is using enhanced review criteria, a new scoring system, and structured critiques. In addition, NIH is clustering the review of new investigator applications. 

· More focused critiques: Critique templates that reviewers now use are aligned with the review criteria and prompt reviewers to identify strengths and weaknesses. 
· Gear up for ARRA: The peer review initiative prepared NIH for ARRA, particularly preparations for using shorter applications. (R01s will be shortened to 12-pages in January 2010.)

· Improved reviewer recruitment: New reviewers for chartered study sections can reduce their number of yearly meetings attended by extending their terms of service, making it easier for some to serve.

· Best practices: NIH has compiled a list of best practices in peer review from across NIH ICs and made it available to review staff.

· Enhanced scoring: A nine-point scale has been implemented, and each application will get criterion scores, also scored from 1-9, in order to provide applicants with better feedback and assist them in deciding whether to resubmit their applications.

Discussion Highlights

· How does NIH plan to assess the peer review enhancements? Dr. Tabak said an NIH evaluation group will assess peer review enhancements using assessment instruments that take into account applicant and reviewer exposure to the enhancements. 

· What are the requirements for NIH comparative effectiveness research funding? NIH publicized special requirements/definitions in the funding announcements. 

III. Role of Peer Review in the NIH Pediatric Inclusion Policy 

Dr. Duane Alexander, the Director of the Eunice Kennedy Shriver National Institute of Child Health and Human Development (NICHD), reported on a recent effort by his Institute to evaluate how well applicants and reviewers have followed the policy to ensure the inclusion of children in clinical research when appropriate. 

Applicants must develop a plan for including children in their clinical research or explain their exclusion. Reviewers are charged with assessing the adequacy of their approach. Dr. Alexander noted that only 1 percent of NICHD applications studied were rated as unacceptable in addressing the inclusion of children. 

Key Observations and Conclusions of this Study

· Further education about the policy may be useful, since Ph.D. researchers were less likely than M.D. researchers to write inclusion plans, and small business researchers were the least likely to include these plans in their applications. 

· Whether there is a need for age-specific data should be addressed in plans to include children. Thirty-four percent of the plans evaluated did not mention analysis by age. 

Dr. Alexander said monitoring this issue is more the responsibility of NIH program staff than reviewers. 

· Whether including only subjects 18 and older meets the spirit of the NIH policy should be discussed by reviewers. Though 87 percent of the NICHD applications studied included children under 21 years, 35 percent only included children over 18 years old. Only 45 percent of the applications that excluded children under 18 provided a justification.
Discussion Highlights

· Knowledge of this policy needs to be infused into the minds of reviewers and applicants. NICHD was encouraged by a PRAC member to go to professional society meetings that focus on clinical research. 

· Restrictions by other federal agencies on child participation in clinical research can be difficult to integrate into reviews. When this was noted, Dr. Alexander acknowledged the difficulty and added that scientists often don’t know the different ways diseases will manifest in adults versus children unless they conduct studies.
· There must be rigor and discussion of what is meaningful inclusion. Dr. Alexander responded that token inclusion is not acceptable and sufficient inclusion is required for meaningful analysis.
· That the line between childhood and adulthood is complicated was noted by members. Development should be seen as a continuum. Dr. Alexander said his institute includes human development because science recognizes the developmental continuum.

·  Research on adult-associated disease can be applicable to children in unrecognized ways. Children can suffer strokes, it was noted, and research on drugs to treat them could benefit children. Reviewers need to become attune to the complexity and subtlety of the inclusion of children in clinical trials.

IV. Update on Clustering of Grant Applications for Review 

Responding to a request from PRAC, CSR conducted a comprehensive study to assess how well CSR sorts applications that do not easily fit into its several hundred existing study sections. Dr. Donald Schneider, Director of the CSR Division of Basic and Integrative Biological Sciences, said that applications can be “orphans” if their ideas do not fit into the mainstream of a study section or if they represent less than 5 percent of those assigned to an IC that are reviewed in a study section. Applications in these situations represent a challenge, since clustered reviews help ensure fairness and maximum competition to identify the best science, while encouraging new and emerging science.

Data on IC-Orphan Applications

CSR collected and analyzed data from NIH databases and made the following observations:

· A small percentage of applications are orphans: Of 28,000 R01s submitted in fiscal year 2007, a total of 2,200 were orphan applications; 8 percent of the total or 700 applications a cycle.
· All ICs have orphan applications in CSR study sections.
· Large ICs tend to have more orphans.
· Review outcome varies for orphans from small ICs than those from large ICs. 

Proposed Steps to Address Orphan Applications 

· Identify and cluster orphan applications within an IRG or division. 
· Make it possible to cross-assign applications by recruiting a minimum of four or five reviewers in an orphan area. Have a reserve pool of reviewers who could be called up when needed.

Discussion Highlights

· Who will decide what an orphan is? Dr. Schneider said NIH will have to query the community and look at the NIH database to properly address this issue.

· Ensuring the best reviews: Members agreed that it is important to employ diverse expertise and use cross assignments to review these applications to avoid creating “gatekeepers” or powerful minority camps. 

· Defining orphans will remain challenging: There needs to be a study on how study section members’ perceptions of expertise affect review outcome. Dr. Schneider said that approach has merit.

V. Evaluation of CSR Peer Review Pilots 

Dr. Andrea Kopstein, Director of CSR’s Office of Planning, Analysis and Evaluation, presented the results of evaluations of CSR peer review pilots on editorial board (two-stage) review, prebuttal, and 1-9 scoring. 

Two-Stage Editorial Board Review

In stage one of these types of reviews, two to three reviewers assess each application and submit their critiques online. In the second stage, a panel of experts or “editorial board” with broad expertise examines the critiques and applications, focusing on the impact of the proposed research. Stage two reviewers assign the final impact scores. 

Expected benefits 

· Provide specific expertise for a wide-range of scientific areas 

· Enable better quality discussion that is focused on impact 

· Expand reviewer base 

· Increase consistency in scoring 

· Help manage dyads and conflicts

CSR piloted the editorial board review format for applications from three grant programs: Bioengineering Research Partnerships (BRP), Small Business Innovation Research (SBIR), and the NIH Exploratory/Developmental Research Grant Awards (R21s). Use of this review format was expanded to other grant mechanisms, such as Challenge grants (RC1) and Transformative R01s (T-R01s). 

Key Findings 

· Majority of reviewers involved in both stages would volunteer again to review in this way: 83 percent of stage-one reviewers and 64 percent of stage-two reviewers. 
· Majority of reviewers would choose two-stage review for their applications and said this type of review boosted the expertise available for review.

· The first phase of review informed their stage-two reviewers’ critiques, creating review efficiency.

· Majority of reviewers said two-stage review would be appropriate for all mechanisms.

Prebuttals
Within the two-stage pilot, CSR nested a second pilot in the small business applications subgroup to evaluate the option of giving applicants the opportunity to provide a prebuttal: applicants were able to view the critiques produced in the first level of review and address any factual scientific error(s) prior to the second level review. Prebuttals could not address differences of scientific opinion.
Key Findings

· Reviewers (who are also applicants) favored a prebuttal option.
· Reviewers are of the opinion that prebuttals improve reviews: 60 percent said it improves review, 40 percent said it made no difference.

· A 200-word limit (used in the pilot) for prebuttals was too short, according to second-stage reviewers. Many thought the limit should be one page.

· The Scientific Review Officers (SROs) reported that about 80 percent of the applicants submitted prebuttals, but only a very small percent identified factual scientific errors.

· SROs thought prebuttals have public relations value, but that most review errors addressed were minor.

· SROs in the pilot thought prebuttals rarely made a difference in reviews and applicants who used them generally went beyond correcting just factual errors. 

· SROs also reported that prebuttals compressed review time lines.
1-9 Scoring

The 1-9 scoring system was evaluated in two study sections prior to the adoption of this new scoring scale in the spring/summer 2009 round of peer review.

Key Findings

· One hundred percent of the reviewers were satisfied with the1-9 scoring system and the way it helped identify scientific impact or merit.
· Reviewers felt applicants may find the new scoring scale useful for interpreting reviewer feedback.

· Reviewers did not find it an additional burden, compared to the 1-5 scoring system.

Next Steps for CSR Evaluations

· Transformative R01 reviews: Applicants are responding to the T-R01 questionnaire, and reviewers will be studied after the T-R01 meetings.

· Trans-NIH peer review enhancements: Questionnaires will go out in October to internal and external constituencies. This assessment will include applicants and reviewers. SROs and program officers will be studied as well. 

Discussion Highlights

· Has NIH identified other grant mechanisms where two-stage reviews could be used effectively? Dr. Kopstein said the questionnaire did not mention specific mechanisms but that this format should be effective for many grant mechanisms.

· The prebuttal study verified informal observations: NIH review staff predicted that almost every applicant would submit a prebuttal, and program directors examined a group of reviews and noted that about 3 to 6 percent of them had factual errors that would have potentially impacted the score, similar to the study results presented today.

· New bulleted critiques could reduce errors and the need for prebuttals: It would be useful to wait for additional evaluation results to see if structured critiques reduce errors.

· Will the ICs be polled to see if T-R01reviews identified truly innovative research?
 Dr. Kopstein responded yes and she will poll reviewers and other groups.

VI. SBIR Experience with Two-stage Editorial Boards 

Dr. Schneider discussed in detail survey results for the pilot on two-stage editorial board review involving Small Business Innovation Research (SBIR) grant applications. SBIR pilots were conducted over three cycles; pilots of other mechanisms continue.

Observations
· Pilots showed advantages: Rich discussion about key issues and high satisfaction among reviewers, with a majority indicating they would like their applications reviewed this way.

· Pilots also showed disadvantages: Review timelines are tight, and review staffs’ workload is higher in two-stage review. And some stage-one reviewers (who review by “mail”) felt disconnected from review outcomes; however, reviewers can change at which level they review to mitigate this reality.

· Prebuttals were popular but of limited value: Applicants and stage-two reviewers favored them, but only 3 percent of the prebuttals identified errors.

Two-Stage Reviews Have a Niche and Future

· Two-stage reviews can be useful when the science requires multiple experts, application numbers are high or science is complex. This kind of review can also help ensure the scientific rigor expected from NIH panels, sound assessment of impact and better score calibration based on scientific promise.

· Future study sections could review 100 applications by using 100 stage-one reviewers to write three critiques per application. Stage-two reviews could have highly interactive discussions with 20 reviewers assigned to 15 applications each.

Discussion Highlights

· The questionable value of prebuttals: Members discussed prebuttals in terms of their public relations value and their value to second-stage reviewers. Multiple members questioned the usefulness of prebuttals, given the study results that showed that they had little effect in affecting outcomes or causing a re-ranking of applications. 

· The possible stigma of being a stage-one reviewer: Data showed that stage-one reviewers felt disconnected from review outcomes, which led members to discuss the relative prestige of being a stage-one or stage-two reviewer. It was noted that stage-one could be used to train reviewers to serve as stage-two reviewers.

· The prestige of being either a stage-one or stage-two reviewer: There is no higher prestige in being either stage of reviewer; it is often an issue of time within which one seasoned reviewer may not be able to attend the face-to-face stage-two meeting, but can serve as a stage-one reviewer. It may be useful to create a “college of distinguished reviewers” from whom NIH could expect a certain number of applications reviewed within a specified time period, similar to how scientific journals function.

· The value of three-stage reviews: Several members favored the three-stage review used for T-R01s, where the editorial board first identifies the most promising applications, which are then assigned to other reviewers. The editorial board reviews their assessments and the applications again and assigns the final impact scores. 

VII. Update on CSR Realignments

Dr. Schneider reported on recent efforts to align study sections to stay current with science. He noted that study section size can be too large or too small; fewer than 50 applications a cycle can be too small. He noted that working groups of CSR and scientific community leaders developed proposals to realign groups of study sections in two IRGs. 

Bioengineering Sciences and Technologies Realignments

· Expand and rename the Microscopic Imaging study section to the “Microscopic Imaging and Spectroscopy” study section.

· Incorporate software maintenance grant applications into the Biodata Management and Analysis study section.

· Make adjustments to the Modeling and Analysis of Biological Systems study section, such as adding machine learning and discrete modeling grant applications. 

Digestive, Kidney & Urological Systems Realignments

· Move the majority of applications from the Gastrointestinal Cell and Molecular Biology study section to the Clinical and Integrative Gastrointestinal Pathobiology study section and rename it the “Clinical, Integrative and Molecular Gastroenterology” study section.

· Move immunology/microbiology applications to the Gastrointestinal Mucosal Pathobiology study section.

· Move liver applications to the Hepatobiliary Pathophysiology study section.

PRAC Input and Future Efforts

Dr. Schneider noted that a working group is looking at realigning the Biological Rhythms and Sleep study section. He then asked for PRAC input on the proposed changes. 

Discussion Highlights
· Recommended study section changes: Members agreed with them. 

ACTION ITEM: A request was made for a report in six months on the success of these study section changes. 

· Studies to assess these changes: Members discussed the need to collect feedback from the study section chairs, reviewers, and SROs on these updated study sections. The value of using open-ended questions was raised.

ACTION ITEM: Dr. Kitt said CSR would provide to members draft survey questions that could be used to assess these study section changes. 

VIII. General Discussion/Future Agenda Items

· Topics for PRAC’s next meeting: Dr. Landis said there would be many topics to address at the Committee’s next meeting, such as how the NIH institutes and their councils are going to deal with scores and new critique templates.

· Flexible application submission for advisory committee members: Dr. Scarpa said that NIH was working to expand to advisory council members the policy that currently allows chartered reviewers and those with the same service record to submit anytime R01, R21 and R34 applications that would otherwise have standard due dates.
ACTION ITEM: CSR will provide PRAC members an update on efforts to give advisory committee members new flexibility in submitting grant applications.
The meeting was adjourned at 2:10 p.m. 

We do hereby certify that, to the best of our knowledge, the foregoing minutes of the June 2009 meeting of PRAC are accurate and complete. The minutes will be considered at the next meeting of the Advisory Committee, and any corrections or comments will be made at that time. 
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Executive Secretary
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