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Part A. Executive Summary

In 2003, the NIDCR issued RFA (RFA-DE-05-006) for the General Dental Practice-based Research Network program.  According to the RFA, the primary purpose of the program  “…is to provide an infrastructure to conduct multiple clinical trials and prospective observational studies that will answer questions facing general dental practitioners in the routine care of their patients” (p.1).  

The primary objective is to “accelerate the development and conduct of clinical trials and clinical studies on important issues concerning oral health care related to general dental practice.  The PBRN will perform relatively short-term, clinical studies, with emphasis on comparing the effectiveness of various oral health treatments, preventive regimens, and dental materials.  The primary objective of each study …will be to strengthen the knowledge base for clinical decision-making” (RFA, p. 2)  

Following the scientific review process and review by the National Advisory Dental and Craniofacial Research Council, three networks were funded.  These are now known as the Dental Practice-Based Research Network or DPBRN (administered by the University of Alabama, Birmingham), Practitioners Engaged in Applied Research and Learning or PEARL (administered by New York University), and Practice-based REsearch Collaborative in Evidence-based DENTistry or PRECEDENT (administered by the University of Washington). The project start date was March 2005, and each network was awarded approximately $25 million for the seven-year project period.

Four primary program goals were established: 

· Educate general dentists about research

· Conduct sound scientific research in dental practices

· Disseminate practice-based research results

· Improve general dental practice. 

By the fourth program year, nearly 600 practicing dentists had been trained in the protection of human participants in research.  Many of these dentists also completed training in research design and analysis and good clinical practice. Dentists who complete the training and are qualified by the network to conduct research in their offices are referred to as practitioner-investigators.

By April 2009, nineteen IRB-approved studies were completed or underway that reflected the research interests of each network's membership, and one cross-network study was underway that reflected an NIDCR research interest.  One of the nineteen studies was a randomized, controlled clinical trial requiring oversight by a Data Safety and Monitoring Board. Also, by April 2009, three manuscripts based on findings from these studies had been published or accepted for publication in peer-reviewed dental journals.

Progress on each primary goal was observed.  Impact on the practices of some practitioner-investigators was noted in regard to improvement in treatment procedures and patient education.

Part B: Introductory Information about the Evaluation

B1. List of Acronyms, Abbreviations, and Terms
· CC – Coordinating Center, one of two major NIDCR grantees in each practice-based research network (the other is the Network Chair).   

· CE, CDE – Continuing education or continuing dental education

· CONDOR – Collaboration on Networked Dental and Oral Health Research.  The name for the cross-project (or trans-project) research activities, that is, the studies done in common by all networks.

· CRA – Clinical Research Associate.  In the PEARL network, CRAs are employed by the Network Chair’s Office to provide technical assistance and other research support to practitioner-investigators.  The CRA designation indicates certification status by a professional organization.

· DPBRN – the Dental Practice Based Research Network administered by the University of Alabama, Birmingham, School of Dentistry

· Good Clinical Practice refers to the following document: US Department of Health and Human Services, Food and Drug Administration, Center for Drug Evaluation and Research (CEDR), Center for Biologics Evaluation and Research (CBER), April 1996.  Guidance for Industry: E6 Good Clinical Practice: Consolidated Guidance.
· HHS – U.S. Department of Health and Human Services.  The Secretary of HHS is appointed to the Cabinet by the President of the United States.

· Network Chair - one of two major grantees in each practice-based research network (the other is the Coordinating Center).   

· NIDCR – National Institute of Dental and Craniofacial Research, one of the 27 Institutes and Centers composing the National Institutes of Health.   The mission of the National Institute of Dental and Craniofacial Research is to improve oral, dental and craniofacial health through research, research training, and the dissemination of health information.  
· NIH – National Institutes of Health, the primary Federal agency for conducting and supporting medical research.  The NIH is part of the U.S. Department of Health and Human Services.
· PBRN – Practice Based Research Network. In general, in the current report, PBRN will refer to the program funded by NIDCR from 2005-20012 entitled the  General Dental Practice-Based Research Network.

· PEARL – the Practitioners Engaged in Applied Research and Learning practice-based research network administered by the New York University College of Dentistry

· PI – Principal Investigator or Practitioner-investigator

· Practitioner-investigator - A practicing dentist who is a member of a PBRN network and who is eligible to conduct research at his or her practice

· PIRG – Practice Improvement Research Group.  A cross-PBRN committee that is developing a survey to measure the impact of the research results generated by the PBRNs on practicing dentists

· PRC – Practice Research Coordinator.  In the PEARL network, the PRC is a dental practice staff member who is trained to participate in research studies.

· PRECEDENT – the Practice-based REsearch Collaborative in Evidence-based DENTistry practice-based research network administered by the University of Washington School of Dentistry

· RCT – Randomized controlled trial

· RFA – Request for application. In general, in the current report, RFA will refer to the 2003 Request for Applications (RFA-DE-05-006) entitled General Dental Practice-Based Research Network.

· Regional Coordinator – In the DPBRN and PRECEDENT networks, the Regional Coordinator is a staff member of the Network Chair’s office or the Coordinating Center who provides technical assistance and other research support to a set of dental practices.

B2. Evaluation Purpose and Client

The purpose of the evaluation was to provide information to the Institute leadership for decision-making about program continuation.  The 2003 RFA called for an evaluation at approximately the program’s mid-course, as follows:  “There will be an administrative review organized by the NIDCR after approximately four years to determine if the network(s) and each of its components have been performing as envisioned in terms of patient recruitment and implementation of protocols of importance to the field.  Based on this review, a decision will be made by NIDCR whether to continue the research activities as planned, to refocus the activities, or to plan for an orderly closeout of the network(s) ” (RFA, p.6).  

The client for the evaluation is the Office of the Director of the NIDCR.  The primary stakeholders are the Office of the Director, the Center for Clinical Research in the NIDCR Division of Extramural Research, the National Monitoring Committee, and the project grantees and project participants. Prospective audiences are professional organizations of dentists, other PBRNs, and federal evaluators.
The evaluation was external to the program. The General Dental Practice-based Research Network program is housed in the Extramural Division of the NIDCR, whereas the Evaluation personnel are housed in the Office of Science Policy and Analysis in the Office of the Director, NIDCR.  Also, a contracted evaluator, formerly an employee in the federal Government Accountability Office, participated in data collection.

B3. Evaluation Costs and Resources
The evaluation cost was borne by the NIDCR budget and by evaluation set-aside funds, which are available across the NIH by competitive application from any of the Institutes or Centers.  Approximately $34,000 in set-aside funds was charged to the evaluation by one contracted evaluator who participated in data collection: time and effort costs = $23,000; travel costs = $2800; participant incentives = $5600; supplies and administrative costs = $2500.  Internal funds of approximately $142,600 from the Office of the Director of the National Institute for Dental and Craniofacial Research supported two staff and their travel: the NIDCR Science Evaluation Officer (travel = $ 6700, time (estimated at 60% effort for one year) = $ 99,600) and Evaluation Analyst (travel = 

$ 2400, time (estimated at 40% effort for one year) = $ 43,000).  
The evaluation reported herein is only one part of the ongoing program and project assessment and evaluation.  Other evaluation activities include program monitoring by the NIDCR Program Officer/Project Director, oversight by the National Monitoring Committee, and self-evaluation by each project.  Documents from these activities were available for review for the reported evaluation.  The project self-evaluation variables were developed by the Program Officer and project leaders.  Seventeen items were selected from the following three categories: infrastructure; study development and conduct; and recruitment, training, and community involvement. The items, called Metrics by the program and project personnel, were taken directly from the RFA.  For example, an item from the Infrastructure category is “Manual of Procedures will be created and maintained for each study.”  The projects reported their progress on these items at least annually.  The relationship between the project self-evaluation variables and the outcomes of interest for the evaluation reported herein is shown in Table 2, below. 

The NIDCR Science Evaluation Officer was the Principal Evaluator.  She has almost thirty years of experience as a program evaluator and human subjects researcher.  She also has experience as an NIH-funded investigator and in conducting randomized, controlled, clinical trials.  She received a PhD from The Ohio State University in Educational Policy and Leadership, with specialty areas of evaluation and statistics.  She has been an active member of the American Evaluation Association since 1994.

The evaluation was planned and conducted in accordance with The Program Evaluation Standards, 2nd Edition (The Joint Committee on Standards for Educational Evaluation, Sage Publications, Thousand Oaks, 1994) and the Guiding Principles for Evaluators of the American Evaluation Association.

B4. Major program goals and key evaluation questions

An evaluation plan was developed based on review of the evaluation literature, review of the literature on practice-based research networks, review of program and project documents, and interviews with the NIDCR PBRN Program Officer, the Director of the Division of Extramural Research, the Deputy Director, and the Director.  A conceptual framework, also known an outcome logic model, was developed to identify potential program outcomes and to link outcomes with program stage, project self-evaluation metrics, and commonly used outcome terms (see Table 1, following).  As shown in the table, intermediate term and long-term outcomes are appropriate to the current evaluation, which was conducted during Year 4 of a seven-year project cycle. The four major program outcomes shown in script font were the subject of the current evaluation. These major outcomes and their supporting key evaluation questions follow.  Answers to each key evaluation question are presented in Part D.

Goal 1. Educate general dentists about research   
The key evaluation questions follow.

a. What was the previous research experience of members?

b. What research training was provided?

c. In what other network activities did members participate?

d. How satisfied are members with their participation?

Goal 2. Conduct sound and credible scientific research in dental practices 
The key evaluation questions follow.

a. What research productivity was observed?

b. How compliant was the research with the following aspects of good clinical 
practice: informed consent, compliance with 

   protocol, quality assurance and data quality control?

c. How feasible was it to conduct the studies in dental practices?

d. Did the members judge the research studies to be applicable to their practices?

e. What types of research do participants endorse for dental practices?

Goal 3. Disseminate results of dental practice-based research 
The key evaluation questions follow.

a. What methods for dissemination of research are important to members?

b. What dissemination plans were developed by each network?

c. What dissemination productivity was observed?

Goal 4. Improve general dental practice

The key evaluation questions follow.

a. What impacts on their practices do the practitioner-investigators report?

b. What potential for change is expected by program participants?

Information about several aspects of program and project management was also collected. We were interested in program and project fidelity to the original RFA, suggestions for a re-issuance of the RFA if the program is refunded, project sustainability after the seven years of NIDCR funding ends, and grantee interactions and satisfaction with NIDCR.  This information is contained in Section E.

Table 1. Conceptual Framework (Outcome Logic Model) for the Dental PBRN Evaluation

	Short-term

outcomes
	Intermediate-

term outcomes

	Long-term 

outcomes
	Final outcomes

	Years 1-2
	Years 3-5
	Years 4-6
	Years 5-7 +

	Metrics: Infrastructure;
Recruitment, training, community involvement 
	Metrics: Study development and conduct

	Metrics: Study development and conduct; Recruitment, training, community involvement 
	Metrics: Study development and conduct; Recruitment, training, community involvement 

	Outcome categories

   Collaboration

   Communication 

   Education

   Management
	Outcome categories

Education

Research quality &  

       productivity

   
	Outcome category

   Dissemination

   Translation to

        practice


	Outcome categories

    Translation to

        practice

     Health impact



	Outcomes of interest

Training

Research needs assessment

Network infrastructure

  communication

     public web

     private web

     annual meetings

  committees
NIDCR oversight
  sound program &  

       financial management
	Outcomes of interest

Subject recruitment   

PI research capacity

     & satisfaction

Research 

      productivity

Sound science


	Outcomes of interest

Dissemination

         productivity

    Presentations

    Publications

Improvements in general practices


	Outcomes of interest

Translation to practice

     Policies & practice 

      standards
     Tools & 
        technology

     Training
        Dental school

           Curriculum

        CDE

Public education

Changes in practice

Improved oral  

      health


B5. Methodology

The evaluation employed mixed methods, both qualitative and quantitative.  Existing data were retrieved for the review of documents and new data were generated by interviews, site visits, surveys, and observations. Data collection instruments are contained in Appendix 1.
Numerous documents were available for review.  Annual progress reports and metrics reports were available for each network from NIH databases.  Each network also has a public website and a restricted website (to which the principal evaluator was given access) containing network information and study information, such as protocols and data collection forms. Other study documents and internal reports were given to the evaluators during the site visits or submitted subsequently.  Minutes and reports from various committees were available.  Each network submitted documents to the National Monitoring Committee and minutes of those meeting were also available.

For all interviews except the two focus group interviews, common procedures for advance preparation, consent, and data validation were followed. The interview schedule was sent to the interviewee about one week in advance of the site visit, accompanied by a consent form to participate in the evaluation interview and written confirmation of the time and date of the visit.    As the introductory part of the interview, the informed consent conversation took place and written consent for the interview was obtained.  Two copies of the consent form were signed by the interviewer and the interviewee and each kept one signed copy.  Responses were recorded by hand. About two weeks after the interview, each interviewee received a written summary of his or her interview and edited or validated the summary.  Consent procedures and data validation were the same as described above for the focus group participants; however, they did not receive the interview questions or consent form in advance.

Site visits were conducted during the summer and fall of 2008 for the three networks. Data were generated during the site visits from interviews with practitioner-investigators and review of study documents at dental practice sites.  Data were also generated from individual and group interviews with the faculty and staff of Network Chair and the Coordinating Center of each network.

Site visits were conducted at twenty-eight dental practice sites.   For each network, twelve practitioner-investigators were randomly selected from a list of medium to high accruers for one network-specific study whose practices were located within one day’s driving distance from the Network Chair’s office.  Each practice was then notified by the Chair’s office that it had been selected for the evaluation and of the dates for the potential site visit.  One refusal to participate was documented for each network: one refusal occurred because the office was scheduled to be closed during the dates already selected, one refusal occurred because the office was going to be closed for vacation during the week prior to the selected dates and the dentist judged the practice would be too busy for the interview; and one practice refused without giving an explanation.  One site outside of the target population of high study accruers was selected by one network Coordinating Center.  We did not discover that this low-accruing practice had been erroneously included until we were present at the site visit.  The interview and document review were conducted but are not included in any of the analyses reported herein.  One interview with the practitioner-investigator was conducted by telephone because of a scheduling problem that arose during the site visit. Thus, data from 27 site visits, nine from each network, were available for analysis.
The nine sites from the DPBRN network were all located in Alabama. From the PEARL network, one site in Maryland, three sites in New Jersey, three sites in New York, and two sites in Pennsylvania were visited.  From the PRECEDENT network, five practices in Oregon and four practices in Washington were visited.

Each practitioner-investigator participated in an individual interview of 30 minutes to an hour.  The interview schedule (see Appendix 2) contained three sections: a demographic and background section; a series of study-specific questions; and a series of discussion questions.  The study-specific questions were based on a single protocol selected by each network leadership team, as follows:



DPBRN: Study 5: Longitudinal Study of Dental Restorations


PEARL:  Study 0705: Outcomes for Endodontic Treatment and 




    Restoration of Teeth in General Dental Practice



PRECEDENT:  Study 1: Oral Disease Prevalence: A Survey of 




     PRECEDENT Practices

An example of a study-specific question follows: “What questions, concerns, or comments do you have about the clinical evaluation of the index tooth that was required for the PEARL 0705 study?”  An example of a discussion question follows: “What types of research are most appropriate for your practice: continuous quality improvement or quality assurance; testing of guidelines or standards; survey research or chart reviews; interventional research; randomized, controlled, clinical trials?”  Each interview lasted for 30 minutes to an hour. Summaries of the practitioner-interviews by network are provided in Appendix 3.

A packet of information about the NIDCR was given to each dentist. Several months after the interview, each practitioner-investigator received an incentive of $200.00 for participating in the interview.  

Following the interview, documents for the study under review were reviewed according to a document review schedule. (No documents were reviewed for the one practitioner-investigator who was interviewed by telephone.) At most sites, office staff participated in the document review. The purpose of the document review was to assess the overall condition of the research files, to assess staff familiarity with study procedures relevant to study documents, to assess compliance with informed consent procedures, to confirm compliance with quality assurance guidelines when applicable, and to assess electronic data entry procedures for the two networks (PEARL and PRECEDENT) employing an electronic data capture system.  Summaries of the document reviews for each network are provided in Appendix 2.

At the 2008 Annual Meeting of the DBPRN, practitioner-investigator surveys were distributed. Envelopes containing a blank survey and a stamped, evaluator-addressed return envelope were placed on tables just prior to a meal. Members were asked to complete the survey and return in person or by mail. The number of respondents was 111.

Survey questions addressed demographics and background of the respondent, extent of participation in DPBRN and other professional activities, satisfaction with DBPRN membership, and judgments of the impact of specific DBPRN studies.  An example of a question about participation in DBPRN activities follows:  “Since joining DPBRN, I submitted at least one research idea” (yes/no answer).  An example of a question about satisfaction with DPBRN membership follows: “My participation in DBPRN increases collegial interactions with research colleagues” (rating scale).  The surveys were completed in about twenty minutes. A summary of the survey results is provided in Appendix 2.

A similar survey was distributed at the PEARL 2008 Annual Meeting to a group of 19 practitioner-investigators who attended training for a clinical trial protocol.  The survey instrument is included in Appendix 1 and a summary of the results is provided in Appendix 2.  This survey was modified for applicability to the 18 Practice Research Coordinators who were also attending the training at the PEARL 2008 Annual Meeting. (See Appendices 1 and 2.) The surveys were completed in about twenty minutes.

PRECEDENT practitioner-investigators were not surveyed at their 2008 Annual Meeting because data collection for the evaluation had not begun when the meeting was held.

Faculty and staff of the Network Chairs and the Coordinating Centers were also interviewed, either individually or as a group during the spring, summer, and fall of 2008 and the spring of 2009.  Interview instruments are included in Appendix 2.  Faculty included the Network Chair (and Co-Chair, for PRECEDENT) and the Coordinating Center Principal Investigator.  The Network Chair interviews included the three members of the Executive Management Team (EMT) at PEARL. At DPBRN, the Principal Investigator of the Coordinating Center and four other faculty members were interviewed as a group.  The Coordinating Center Principal Investigator for PEARL was interviewed as part of the development of the evaluation plan and was not re-interviewed.  

Faculty interviews addressed a number of topics and the faculty were free to introduce topics not included in the guide.  In general and as shown in the summary of the faculty interviews included in Appendix 2, topics discussed included the grant application process, the network administrative organization, interactions with NIDCR, the role and importance of dental PBRNs, and project-specific challenges and successes. The duration of each interview was one to two hours.
Individual staff interviews were conducted for the Project Manager for the Network Chair (DBPRN, PEARL, PRECEDENT), the Project Manager for the Coordinating Center (PRECEDENT), and the Lead Clinical Research Associate (PEARL).  The interview schedules are included in Appendix 1.  These interviews were conducted primarily for background information and no summaries are included in Appendix 2. Interviews lasted for about thirty minutes.  

Two focus groups were conducted by the Principal Evaluator, one for the DBPRN Regional Coordinators and one for the PRECEDENT Regional Coordinators. The focus group questions are included in Appendix 1 and summaries in Appendix 2. The primary topics of discussion for the DPBRN focus group, which was conducted during the 2008 Annual Meeting, were study procedures for data collection and submission and experiences with the consent process and consent forms.  The PRECEDENT focus group was conducted during the site visit to the network. Topics for the PRECEDENT interview were methods for promoting quality in patient recruitment, consent process, data collection, and data entry. Interviews lasted for one hour.  

The Principal Evaluator also attended the 2008 Annual Meetings of the DBPRN and PEARL networks and the 2009 Annual Meeting of the PRECEDENT network and made informal observations.
Not all data collected is presented in Appendix 2.  Not all data presented in Appendix 2 is 

represented or summarized in the body of the report.
Part C. Program and Project Foundations

C1. Program background and context

In 2003, the NIDCR issued RFA (RFA-DE-05-006) for the General Dental Practice-based Research Network program.  According to the RFA, the primary purpose of the program  “…is to provide an infrastructure to conduct multiple clinical trials and prospective observational studies that will answer questions facing general dental practitioners in the routine care of their patients” (p.1).  

Primary and secondary objectives were stated in the RFA, as follows.  “The overall objective…is to…accelerate the development and conduct of clinical trials and clinical studies on important issues concerning oral health care related to general dental practice.  The PBRN will perform relatively short-term, clinical studies, with emphasis on comparing the effectiveness of various oral health treatments, preventive regimens, and dental materials.  The primary objective of each study …will be to strengthen the knowledge base for clinical decision-making…. Secondary objectives…will be to conduct anonymous chart reviews…to provide data on disease and treatment trends, and to obtain estimates of the prevalence of less common conditions” (p.2).
The presumed advantages of conducting dental practice-based research were described in the RFA. “By connecting practitioners with experienced clinical investigators, PBRNs can enhance the clinical research agenda of the NIDCR and produce findings that are immediately relevant to practitioners and their patients…Because research is conducted in the real-world environment of dental practice, results are more likely to be readily accepted and adopted by practitioners and translated into daily practice…because PBRNs use the existing personnel and infrastructure of established dental practices, certain types of clinical studies can be conducted in a cost-effective manner” ( p.2).
The RFA called for separate applications for the two major components of each project. One component was for a Network Chair to provide overall scientific leadership for the network (by stimulating and soliciting ideas for new studies from practitioner-investigators; providing oversight of development of protocols) and also governance and administration.  The Network Chair also had the major responsibility for recruiting dentists and educating them to become practitioner-investigators.  The second major component was for a Coordinating Center that would have both scientific (development of data collection and database management system, informed consent procedures, quality assurance program;  design of studies; preparation of study protocols and manuals of procedure; statistical analysis) and administrative functions. 

The basic composition of a network per the RFA included the Network Chair, the Coordinating Center (CC), an Executive Committee, a Protocol Review Committee, a Data and Safety Monitoring Board, and at least 100 dental practices.  The grant mechanism employed is a cooperative agreement award (also known as a U01), which prescribes substantial involvement by the grantor with the grantees:  “In the cooperative agreement mechanism, the Network Chair and the Coordinating Center PI retain the primary responsibility and dominant role for planning, directing, and executing the proposed project, with NIH staff being involved as a partner with them…” (RFA, p.6).
Available funds of $30 million in direct costs were announced for the seven year program.  Applications were due in July 2004, approximately eight months after the RFA was released, and the project start date was March 2005.

The General Dental PBRN program is housed in the Center for Clinical Research, which is part of the Division of Extramural Research at NIDCR. According to the NIDCR public website (accessed in January 2009), “The Center for Clinical Research supports and conducts patient-oriented and population-based research, data analysis, and related activities aimed at improving the oral, dental and craniofacial health of the nation. Specifically, the Center …[d]evelops, implements and oversees plans for the support of clinical research including clinical trials, practice-based networks, epidemiology, and health disparity research in all areas of programmatic interest to NIDCR….”  The Program Officer (also known as the Program Director) for the Dental PBRN program is employed in the Center for Clinical research and reports to the Director of the Center.
The National Monitoring Committee is an advisory group that assists the NIDCR in program monitoring, assessment, and evaluation.  The Committee meets twice annually in person or by conference call to review the progress of the PBRNs and provide appropriate feedback.
The following organizations and constituencies are represented on the Monitoring Committee:

American Association for Dental Research

American Association of Public Health Dentists

American Dental Association

American Dental Education Association

American Dental Hygienists’ Association

American Indian/Alaskan Native Dentist Representative

Hispanic Dental Association

Medical PBRN Representative, Medical PBRN Director

National Dental Association

Patient Advocate Representative, National Foundation for Ectodermal Dysplasias

C2. Project descriptions 

Following the scientific review process and review by the National Advisory Dental and Craniofacial Research Council, three networks were funded.  These are now known as the Dental Practice-Based Research Network or DPBRN (administered by the University of Alabama, Birmingham), Practitioners Engaged in Applied Research and Learning or PEARL (administered by New York University), and Practice-based REsearch Collaborative in Evidence-based DENTistry or PRECEDENT (administered by the University of Washington).  (See Appendix  3 for abstracts from the Network Chair and Coordinating Center applications for the awarded projects.)

Each of the administering institutions was well-known to NIDCR prior to receiving the PBRN awards. Approximately 50 dental schools in the United States receive funding each year from the NIDCR. IN FY2003, the University of Washington ($9,672,718) ranked 4th in NIDCR grants to U.S. Dental Institutions followed by 17th ranked New York University ($2,959,175) and 22nd ranked University of Alabama at Birmingham ($2,146,693).  

In FY 2004, University of Washington was ranked 5th ($7,887,328), New York University was ranked 11th ($4,499,880), and University of Alabama at Birmingham was ranked 19th ($3,709,739). In FY 2005, University of Washington ($10,981,266) was ranked 3rd,
New York University ($7,683,922) was ranked 6th, and the University of Alabama at Birmingham ($5,698,857) was ranked 10th.

One of the institutions, the University of Alabama at Birmingham, had previously received NIDCR support to develop a dental PBRN. A state-wide dental PBRN was established in Alabama in 2002 with foundational support and clinical research support from NIDCR.    Another institution, Oregon Health and Sciences University, part of the PRECEDENT network, had also developed an practice-based research network prior to the current award, although without NIH or NIDCR funds.  This network was named PROH, for Practice-based Research in Oral Health and enrolled about 100 practices in Oregon and southwest Washington and was initially funded by state funds in 2003.  Both New York University and the University of Washington had previously received large awards from NIDCR to fund research into oral health disparities. 

As described above, each network has two major awards from the NDICR: one for the Network Chair and one for the Coordinating Center.  Each network further developed major contractual relationships as shown in the following table. Each network differs from the others in regard to the identity and location of the Coordinating Center. The major administrative structure for the DBPRN includes the location of the Network Chair and the Coordinating Center within the same University and on the same campus; the relationship between the two entities was established and operational prior to the release of the PBRN RFA.  In contrast, PEARL selected a contract research organization for its Coordinating Center; the two entities had no history of working together and offices are located in different states.  At PRECEDENT, the Network Chair and the Coordinating Center are located within the same university campus but the Coordinating Center subcontracts with a contract research organization that is geographically near; there was a prior working relationship between the Chair’s Office and the Coordinating Center but neither the Chair’s Office nor the Coordinating Center had ever worked with the contract research organization before the RFA was released.  Moreover, PRECEDENT has a Network Chair and Co-Chair leadership structure, unlike the other two networks, although DBPRN began the project with a Chair and Co-Chair design.

In contrast to the other two networks, DBPRN created a regional and international network, supported by contracts with five regional Principal Investigators (Table 2).  Over time, the PEARL network has gained members outside its geographic neighbors but without the formality of the multiple region structure adopted by DPBRN. 
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In addition to the major contractual structure for each network, a committee infrastructure is in place. The primary project-specific committees were specified in the RFA. The Executive Committee is the main governing body of each network and acts as the administrative and executive arm.  The Executive Committee also prioritizes research topics for protocol development, reviews protocols prior to submission to the Protocol Review Committee, and reviews manuscripts. The Network Chair is the Chair of the Executive Committee.  The Protocol Review Committee includes members with expertise in clinical research, dental research, biostatistics, and clinical research.  The Network Chair is the (non-voting) Secretary of the Protocol Review Committee.

Members of the networks also participate in cross-PBRN committees.  The RFA for the program did not suggest a mechanism of interaction in the event that more than one network was funded; however, the U01 mechanism for the awards facilitated NIDCR’s call for collaboration and cooperation among the three networks.  The goal of the Practice Impact Research Group is to measure the impact of the PBRN research on practicing dentists. The Osteonecrosis of the Jaw study was initiated by the NIDCR; the three networks worked together to design a study that would be conducted across the three networks.  The role of the Bioinformatics Committee is to develop common terms, variables, and codebooks. Typically, the cross-PBRN committees meet monthly by telephone conference call.

The committee infrastructure is summarized in Table 3. 

Table 3: General Dental Practice-based Research Network Program

Committee Infrastructure

OVERSIGHT

National Monitoring Committee: (experts in clinical research and 



practice-based research, patient advocate(s), all external to the 



program)

CROSS-PBRN
Directors Group (NIDCR Program Officer, Network Chairs and 



Co-Chairs, Coordinating Center Principal Investigators)




Osteonecrosis of the Jaw Study Group




Bioinformatics




Practice Impact Research Group (PIRG)




Publications

PROJECT

Executive Committee 
(Network Chairs and Co-Chairs, 




Coordinating Center Principal Investigators, Elected Practitioner-



Investigators, NIDCR Program Officer)




Protocol Review Committee




Institutional Review Board(s)




Data Safety Monitoring Board(s)

++++++++++++++++++++++++++++++++++++++++++++++++++++++++++++++++++

As of January 2009, the three networks had enrolled 1620 dentists as members from the United States and Scandinavia.  The number of members, states, and countries by network follows.  


DPBRN   
1207 members



7 States: AL, FL, GA, MN, MS, OR, WA 




4 Countries: USA, Denmark, Norway, Sweden


PEARL
126 members



21 states: CA, CT, IA, IL, IN, MA, MD, MI, MO, MS, NC, NH, NJ, NY, 




OH, PA, RI, TN, TX,VA,VT


PRECEDENT: 287 members


 5 states: ID, MT, OR, UT, WA 

We note that network members are not necessarily synonymous with practitioner-investigators, who are those members who have received training and education and are eligible to conduct human subjects research in their practices.  The number of practitioner-investigators for DPBRN, PEARL, and PRECEDENT by approximately January 2009 was 344,126, and 118, respectively.
Part D. Summary of Progress on Major Program Goals
Introduction.  In this Part of the report, evaluation findings relevant to specific program goals will be presented.  To introduce each goal, the key evaluation questions, the sources of data used to address those questions, and the summary of accomplishments relevant to the goal will be listed.  Following those lists, data relevant to each key evaluation question will be summarized by question.  In general, the data will be presented individually by network, starting with DPBRN (University of Alabama, Birmingham) then PEARL (New York University), and then PRECEDENT (University of Washington). When a response to an interview or survey question is quoted, it appears in bold print.  When an interview or survey question is quoted, it appears in italics.

Goal D1. Educate general dentists about research.

The key evaluation questions follow:

D1a. What was the previous research experience of members?

D1b. What research training was provided?

D1c. In what other network activities did members participate?

D1d. How satisfied were members with their participation?

Data sources follow:

Practitioner-investigator interviews and surveys


Practice Research Coordinator surveys

Document reviews: CDE Training reports, annual progress reports, metrics 


reports
D1a. What was the previous research experience of members?

Of the 27 practitioner-investigators interviewed during the site visits, one DBPRN member, three PEARL members, and two PRECEDENT members had research experiences after their graduate education.  About half of the practitioners had some research experience during undergraduate or graduate school. Seventy-five percent had had no interactions with NIDCR or NIH prior to becoming a PBRN member.
Nine of the 111 (8%) DPBRN members who responded to the survey distributed at the 2008 Annual Meeting reported membership in the American Association for Dental Research or the International Association for Dental Research.  None of the 19 PEARL practitioner-investigators who completed their survey indicated any research memberships.

D1b. What research training was provided?

DBPRN

The number of practitioner-investigators completing training in the protection of human participants in research was 104, 228, and 103 in 2006, 2007, and 2008, respectively. Continuing education credits were awarded to 37, 32, and 11 practitioner-investigators for self study in 2006, 2007, and 2008, respectively.  Continuing education credits were also awarded to practitioners who attended regional and network-wide annual meetings; discussions were focused on research design, protocol development, and study results.  For the May 2008 network-wide meeting, 15 continuing education credits were available, and 135 practitioner-investigators attended the meeting.  Two annual meetings for the Minnesota region (HealthPartners) were held: 30 members attended in 2006 and received 2 CE credits, and 37 members attended in 2007 and received up to 3 CE credits.  Similarly for the two annual meetings of the Oregon region (Permanente Dental Associates), 25 attended in 2006 for 3 credits and 38 attended in 2007 for 4.5 credits.  The Florida and Georgia region held a meeting in 2007 with 38 practitioner-investigators in attendance and up to 5 credit hours awarded.  Finally, the Alabama and Mississippi region held an annual meeting in 2007 with 68 in attendance and up to 6 continuing education credits awarded.  

Training in study management was provided by Regional Coordinators.

· Initial training is provided in the practitioner-investigator offices in the US or centralized at Royal College in Scandinavia


· During training



Sample completed forms are reviewed



Data collection process is role-played



Skip patterns are modeled


· Training manual is available for every study



Manual has specific data collection scenarios



Manuals are modified for Health Partners because some data are extracted 


from their electronic medical records (EMR)

· Practices receive multiple contact methods for Regional Coordinator – phone, cell phone, e-mail – and are encouraged to contact day or night

· Duration of training is usually 4 hours or less for studies to date

PEARL

PEARL members receive formal training in the protection of human participants in research, either using a web-based NIH tutorial or CITI, a nationally recognized tutorial, and web-based training in Good Clinical Practice.  By the middle of Year 3, 131 members were trained in the protection of human subjects and 106 were trained in good clinical practice.  Each tutorial is worth one continuing education credit.  Both the practitioner investigators and the practice research coordinators complete the training. Also, study-specific training is required; each site receives a study binder that contains training materials for the study, on-line training is also available for study procedures and calibration training and techniques.  Training is required for the electronic data capture system.  Training is also offered on-site by the CRAs during the site initiation and site monitoring visits as needed. Finally, re-certification in the protection of human participants and study-specific training are provided at the annual meetings. 

PRECEDENT

PRECEDENT has a three-component training requirement for all practitioner-investigators: approximately six hours of training in clinical research methods that is delivered in person or by self-study using a DVD; approximately three hours of training on the ethical conduct of research, including the protection of human participants, that is delivered in person or on-line; and about one hour of training on HIPAA requirements in the conduct of research. As of February 2008, 95 of the 167 active PRECEDENT members had been fully trained and thus qualified to conduct research in their practices.  An additional 30 members had completed 2/3 of the required training.

D1c. In what other network activities did members participate?

DBPRN members (N=111) and PEARL members (N=19) who attended their respective 2008 Annual Meetings completed a survey about their experiences. Answers to a question regarding network activities follow. (Percentages are based on the number of responses to each item.)

Since joining DPBRN, … (#(%) indicating Yes)
75 (77%) 
I attended at least one annual meeting, not counting the 2008 meeting
48 (52%)
I submitted at least one research idea
47 (51%) 
I logged onto the DBPRN website at least once monthly
34 (40%)
I participated in at least one committee meeting 
26 (32%)
At least one of my research ideas was reviewed at some level
28 (32%)
I attended a national oral health research conference for the first time
22 (26%)
I contributed to the development of a protocol 

18 (21%)
I subscribed to a peer-reviewed oral health journal for the first time
12 (15%)
At least one of my research ideas was developed into a study
Since joining PEARL… (# (%) indicating Yes)
14 (78%)
I logged onto the PEARL website at least once monthly
13 (72%)
I attended at least one annual meeting, not counting the 2008 meeting
  9 (50%) 
I submitted at least one research idea



  7 (44%)
At least one of my research ideas was reviewed at some level


  7 (39%)
I participated in at least one committee meeting (by phone or in person)
  6 (33%)
I contributed to the development of a protocol (this could occur by phone 


or email or at a committee meeting or an annual meeting) 
  4 (24%) 
At least one of my research ideas was developed into a study


  3 (17%)
I attended a national oral health research conference for the first time 

  1 ( 6%)
I subscribed to a peer-reviewed oral health journal for the first time
D1d. How satisfied were members with their participation?

The surveys distributed at the Annual Meetings included three questions relevant to satisfaction with membership.  One was a rating question with eleven items eliciting strength of agreement.  The second was an open-ended question about the rewards of participation.  The third was an open-ended question about the challenges of participation.  Summaries of the responses to these three questions for DBPRN and PEARL follow.
DPBRN

My participation in DBPRN… (# (%) indicating agreement)
103/104 (99%)
Satisfies my intellectual curiosity
102/104 (98%)
Increases collegial interactions with research colleagues
97/103   (94%) 
Enhances my communication with patients
96/104
  (92%)

Facilitates critical reading of dental research literature
95/105   (90%)
Promotes and builds my practice
82/98     (84%)
Introduces new standards or QA/QI into my practice
78/103   (76%)
Improves my technical skills in practice area studied
74/102   (73%)
Increases my use of informed consent for non-research procedures
58/104   (56%)
Improves logistics of daily clinical operations
9/104     (  9%)
Leads to loss of my income caused by research time
8/105     (  8%)
Presents a conflict of interest with my patients
Rewards of participation in DBPRN
Communication and interactions with colleagues: 29 endorsements

Scientific contribution: 14 endorsements

Practice improvement: 29 endorsements

Patient satisfaction: 18 endorsements

Challenges of participation in DPBRN
Time: 42 endorsements
Training and study management: 31 endorsements
Patient recruitment and eligibility: 6 endorsements
PEARL

My participation in PEARL… (# (%) indicating agreement with item)

19/19
(100%)
  Satisfies my intellectual curiosity
18/19  
(95%)    Promotes and builds my practice 

18/19
(95%)
  Increases collegial interactions with research colleagues
18/19
(95%)
  Facilitates critical reading of dental research literature
17/19 
(89%)
  Introduces new standards or QA/QI into my practice
14/17
(82%)
  Improves my technical skills in practice area studied
15/19   (79%)
  Increases my use of informed consent for non-research procedures
14/18  
(78%)
  Enhances my communication with patients
11/19
(58%)    Improves logistics of daily clinical operations
5/19
(26%)    Leads to loss of my income caused by research time
0/19
(  0%)
  Presents a conflict of interest with my patients
Rewards of participation in PEARL

Ranking of responses by frequency (most to least) follows: scientific contributions, practice improvement, patient satisfaction, personal satisfaction.
Challenges of participation in PEARL

Ranking of responses by frequency (most to least) follows: time management, study management, patient acceptance.
D2. Goal: Conduct sound and credible scientific research in dental practices  
Key evaluation questions follow:

D2a. What research productivity was observed?

D2b. How compliant was the research with three aspects good clinical practice (informed consent, fidelity to protocol, quality assurance and quality control)?

D2c. How feasible was it to conduct the studies in dental practices?

D2d. Did the members judge the research studies to be applicable to their practices?

D2e. What types of research do participants endorse for dental practices?

The list of primary data sources follows: 


Practitioner-investigator interviews


Review of study documents at practice sites


Review of documents at Coordinating Centers


Network faculty and staff interviews

D2a. What research productivity was observed?

The official start date for each project was March 2005. Most IRB activity was not initiated until 2006 and no study began before 2006.  Most studies were retrospective or prospective cohort studies.  All studies involved human participants. Six studies were completed (*) by April 2009.  One study (**) included a clinical intervention or other safety issue in the design and, therefore, oversight by a Data and Safety Monitoring Board was required.  A list of IRB-approved PBRN studies underway by April 2009 is contained in Table 4, following.
Table 4: IRB-approved PBRN studies underway by April 2009

(Adapted from a report prepared for the National Monitoring Committee by the NIDCR Project Officer, April 2009, Appendix 4)

	PBRN
	Title
	IRB initial approval

date
	Data collection start date
	Study design

	DPBRN
	Assessment of caries diagnosis & caries treatment *
	11/16/05
	07/01/06
	survey

	
	Reasons for placing the first restoration on permanent tooth surfaces *
	07/06/06
	07/26/06
	cohort

	
	Retrospective cohort study of ONJ *
	09/28/06
	01/23/07
	cohort

	
	Case-control study of ONJ *
	10/06/06
	01/22/07
	case-control

	
	Reasons for replacement or repair of dental restorations
	11/02/06
	08/29/08
	cohort

	
	Development of a patient-based provider intervention for early caries management
	09/17/07
	06/04/08
	survey,

cohort

	
	Longitudinal study of dental restorations placed on previously unrestored surfaces
	11/27/07
	12/21/07
	cohort

	
	Patient satisfaction with dental restorations
	12/07/07
	08/29/08
	survey

	
	Questionable occlusal caries lesions
	02/22/08
	08/29/08
	cohort

	
	
	
	
	

	PEARL
	Deep caries treatment survey *
	01/05/06
	02/01/06
	survey

	
	Post operative hypersensitivity
	07/17/06
	10/19/06
	cohort

	
	Removal of deep caries
	11/27/06
	03/01/07
	cohort

	
	Case-control study of ONJ
	11/30/06
	03/01/07
	case-control

	
	Endodontic treatment outcomes
	02/28/07
	05/01/07
	cohort

	
	Medications usage
	01/23/08
	03/13/08
	cohort

	
	Noncarious cervical lesion treatment outcomes **
	02/26/08
	04/03/09
	clinical trial

	
	
	
	
	

	PRECEDENT
	Oral Disease Prevalence
	08/23/06
	09/15/06
	survey

	
	Computer-assisted relaxation learning
	11/21/06
	09/20/07
	behavioral

trial

	
	Case-control study of ONJ *
	02/14/07
	02/15/07
	case-control

	
	Salivary markers in caries risk assessment
	08/23/07
	05/19/08
	cohort

	
	Dentin hypersensitivity – dentist survey
	08/06/08
	12/10/08
	survey

	
	Temporary anchorage devices in orthodontic practice
	12/18/08
	03/04/09
	cohort


* Completed by April 2009.  ** Requires DSMB oversight. 

D2bi. How compliant was the research with the following aspect of good clinical practice: informed consent? 

The practitioner-investigators in all networks were required to complete training in the protection of human participants in research and to ensure that key research staff were also trained.  Moreover, all protocols were subject to review and approval by the Institutional Review Boards of the academic administrative institution.  To ensure that evaluative data would be available regarding the informed consent process, one of the criteria for selecting a network study for review during the site visits was that the study required IRB review and approval and written consent of participants.  Each practitioner-investigator was asked about the consent process during the site visit interview.  During the review of research documents, consent forms and assent forms were reviewed for placement in the files and for correct signatures and dates. Regional coordinators and clinical research staff discussed the consent process during their group or individual interviews. Faculty and staff of the Network Chair’s Office and Coordinating Centers were also asked about consent forms and consent processes. Other project documents relevant to informed consent were also available.  Summaries of the data from these sources follow.

DPBRN

At the site visit interviews, none of the practitioner-investigators indicated problems with understanding or complying with the consent process.  The practitioner-investigators acknowledged that the presence of the regional coordinators in their office at study onset facilitated study conduct, including the consent process.  The research charts were well organized, signed, dated and stored appropriately.  Five research charts were randomly selected for review of consent documentation at each site. All sites were in compliance with their IRB-approved procedures. No problems were noted in regard to required signatures during the review of consent documents.
A significant amount of effort was expended by practitioner investigators and network faculty and staff to tailor the consent process for the practices. A comment from one of the practitioner-investigators follows. Patients are really happy to be part of research, but reviewing five pages of consent takes time and makes the patient apprehensive.  After signing a long form, the patient won’t remember or understand everything and will be confused and ask, “What have I signed?”  In one study, I had the regional coordinator in the office with me for three days while we started the study.  She saw how long it took to get through the consent.  So she and I went to the Network Chair together.  Four other dentists also started with the long consent.  We all agreed it was too long, especially because we were just doing usual practice, a standard procedure.  Then the Network Chair met with the IRB, which approved signing a HIPAA form and receiving a one-page written description of the study.  After trying that, the dentists thought the extra HIPAA form was redundant because the practices had their own HIPAA procedures, so the Chair went back to the IRB, which approved the one page written description and verbal consent.

During the focus group interview with regional coordinators, the following consent process for the study under review was described.

· DPBRN brochures and certificate are placed at front desk, so patients know about the practice’s interest in research.

· Most of the time, the patient is approached by either the practitioner or a staff member and told that he or she qualifies for a study.  Then if the patient is interested, the study is discussed and support documents are made available.

· In some practices, one staff member reviews the consent form first with the patient and then a different staff member asks for questions.  Only the staff who are trained in Human Participants Protection (NIH course) are allowed to sign the form after making sure the participant has no further questions.

· In some practices, only practitioner-investigators review the consent form with the patients.

· Staff and practitioner-investigators are trained by Regional Coordinators to review the entire informed consent form verbally with patients.

· Patients are not pushed to participate and it is stressed that is okay to call with questions (phone number included) and okay to drop out.

· Staff try to ensure that patients understand the study.

· The patient receives a copy of the signed consent form. 

Modifications to the consent process and consent forms made over time for DPBRN studies were identified by the regional coordinators.
· Consent form was shortened.

· Significant information on the form was highlighted in some regions and practices.

· Forms were placed on clipboards with pens attached.

· In practices, signature stamps are often used for the dentist’s signature rather than an actual signature, so having the dentist sign the consent form is a departure from typical practice. At least one IRB approved the use of signature stamps for consent forms.

· The University of Alabama at Birmingham IRB approved the use of verbal consent for simple studies.

· For one region, the consent form was provided on carbon paper so a copy could be given to the patient and a copy retained without the need for clinical staff to make additional copies



Past sources of error in the consent process were identified by the regional coordinators.
· When the calendar year changed, dates were occasionally incorrect.  For example, in one region, an audit showed incorrect dates in 5 cases, all within a one week period.

· Assent forms were often left unsigned. This problem arose because a child does not typically sign assent for non-research dental procedures and the need for an assent signature was a departure from typical office practice. When an unsigned form was discovered, a copy of the form was sent to the patient to sign.  If assent was not obtained, the data were not used in the study. 




PEARL

During the site visits, the evaluators observed that in 4/9 sites, only the PI handled the consent process and form.  In 5/9 sites, the staff managed the consent form, typically after the PI had explained the study. The initial consent form for the study under review was less satisfactory than the second (shorter) version.  All practitioners and staff were aware of assent forms and the availability of translated forms.  One reported using translated forms. A representative comment about the consent process from a practitioner-investigator follows:

I would explain to the patient why we need the study and then I went through the consent form.  We started with the long version of the consent form.  I had to force them to read the whole thing, because they trusted me and did feel the need to read every word.  But I explained why it was important.  The short version of the consent form is much better, especially because, in this study, whatever has happened has happened (that is, they have already received the treatment) and the only thing we are doing is taking an x-ray. The long version led to more questions from patients, although the questions were more about their interest in the study than specific issues about the study. We did use some translated forms.
The evaluation team made the following observations during the review of documents at the site visits.

· Formal checklists and other methods were used to review the documents during the monitoring visits made by the CRAs..  Deficiencies or deviations that had been detected and addressed included missing signatures on IRB consent forms, missing dentist signature on consent form, and stale version of consent form. 

· In compliance with initial PEARL instructions, consent forms were filed with patient demographic data.  PEARL planned to change this guidance.

The Lead CRA discussed the need for short consent forms during her interview.

We had to shorten the consent forms.  In Study 0705, we started with the standard New York University consent form, which was 5-6 pages. This version was implemented in some sites and was valid until August 2007.  We got complaints from the sites that the consent form was too long.  They argued that the study was mostly chart review and standard practice and that the long consent form made patients skeptical. It also took a long time to present the consent form to the patients and every page had to be initialed.  The practitioner-investigators worried about damaging their existing relationships with patients because patients would think that the nature of their practices was changing.  Two members of the Executive Management Team worked with the New York University IRB to get a one-page consent form.  This really increased the satisfaction of the practitioner-investigators.
PRECEDENT

The practitioner-investigators interviewed at the visits stated that consent was obtained either by staff or the practitioner.  They were aware that translated consent forms were available, but they were not needed by any practice because all patients read and spoke English.  Only one practitioner noted the need for an assent form.  Two problems relevant to the consent process were noted, both in regard to patient reluctance or refusal to participate because of concerns about privacy.  Comments follow.  

The HIPAA paperwork was through the University, but it struck a chord with one patient who feared that personal information would be leaked and refused to participate. 

We have a high Hispanic population, but only one did not want to give private information for research.  

An additional problem emerged for one practitioner-investigator:
We see abused children and the people who bring the children in are the not the legal guardians of the patients.  I did not have the ability to speak to the parent to get proper consent.  This is something I deal with on a daily basis. 

Review of study documents led to the following observations:

· Study charts and documents were well organized.

· The signature logs were incomplete at one site even though the study had been closed for over one year; the practitioner-investigator had not signed off on all forms.  During the visit, he was advised by the Regional Coordinator to sign and back date the forms.  

· At two sites, it was unclear whether the child or the parent had signed the assent form; the Regional Coordinator advised that this was a problem area and re-training was planned.

· Consent forms were co-located with patient charts.

During the focus group interview with regional coordinators, the following methods for promoting quality in the consent process were articulated by the coordinators:
· Each practitioner-investigator is certified in Human Subjects Protections; training is clear about the need to protect participants. 

· Staff who are involved in consent and subject contact, such as calling on the phone and discussing consent and the study, are also certified in Human Subjects Protections.

· Practitioner-investigators monitor staff regarding consent process.

· HIPAA rules facilitate patient expectations for signing forms and confidentiality.
· The manual of procedures provided to the practice for each study has a section on consent.

· Consent process is discussed with office staff during the introductory phone training by the Regional Coordinator. The offices are willing to train all staff.

· A sticker assent reminder procedure is now being implemented to remind PI and staff that parents sign the consent and child signs the assent.

The coordinators noted that there is no IRB requirement to initial each page of consent by either the University of Washington or Oregon Health and Science University.
During his April, 2009, presentation on network progress to the National Monitoring  Committee, the Network Chair reported that a network-wide review documented improper or incomplete signing of consent forms in more than 150 cases.  The apparent source of the error was confusion about the requirement to sign both the HIPAA form and the study consent form.  A monitoring plan was instituted and corrections were made.  During the interview with Network Co-Chair, the following comments were made. 

The introduction of study teams and the regional coordinators at the CC really helped to improve the processes.  We did have a lot of consent deviations before the Regional Coordinators started going out to the practices.  The IRB accepted our plan of correction, which included site visits and audits by the Regional Coordinators, color-coding the consent forms, and telephone validation.  At the beginning, we thought that DPBRN and PEARL were overemphasizing having staff in the dental offices so much, but we saw that we were wrong.

D2bii. How compliant was the research with the following aspect of good clinical practice: fidelity to research protocol?

There are three major sources of data pertinent to the question.  At the site visits, each practitioner-investigator was asked to comment on specific procedures or requirements (what was difficult, what was easy, agreements, disagreements) required by the study under review.  Following are the summaries of responses by network by study procedure.  The second source of data is the document review made during the site visits.  Summaries of relevant findings are presented below for each network.  Finally, practitioners and practice staff were asked about procedures for data entry, and summaries of their answers are presented.

DPBRN

Study procedure: Recall for annual observation

No problems were encountered by any of the interviewees.

One respondent apparently did not comply with the consecutive sampling plan. There can be some bias; for example, I was more apt to select people would understand the research and appreciate it and would do the follow-up visits.
Study procedure: Patient and tooth tracking

No problems were identified. 
A representative comment follows.

The patient’s chart has a sticker on the outside that indicates the patient is part of a study, and there is also a sticker on the inside of the chart.  The chart itself indicates which tooth and which surface was restored.  The research data form also indicates the tooth and surface.

Study procedure: Clinical judgments 

All reported that the judgments were straightforward, although two reported that clarification was needed initially.  
Representative comments follow.

I found the clinical judgments very easy and I did not feel like anything was done out of the ordinary other than documenting. 

This is straightforward now, but at the beginning there seemed to be a conflict between Q2 and Q3.  I discussed this with the regional coordinator and she clarified the intentions of the questions for me. 

Document review findings relevant to study conduct and management follow. 
· Regional Coordinators were well-known to all Practitioner-Investigators and staff.

· PIs and staff were familiar with study documents and study procedures.

· Research charts were well organized, signed, dated and stored in the data container.

· All the patient logs were dated and signed.  The patient logs also indicated each site was up-to-date on patient recall.

· The data container was stored in a locked and secure location at about half the sites. 

PEARL

Study procedure: Compliance with inclusion and exclusion criteria 
Typically, the first review was conducted by the PI and staff when preparing the daily cases or by the hygienist during the patient visit.  Then the PI would confirm compliance with the criteria.  Respondents stated that the criteria were easy to judge, although one PI reported that the age limit was violated on several occasions early in the study.  

A representative comment follows. I was responsible for assessing inclusion and exclusion criteria, reviewing the chart while the patient was in the chair.  I did a first review of the chart and then a more detailed review for anyone with endodontic treatment 3-5 years ago. The criteria helped me be more deliberate and more knowledgeable about my patient pool and learn more about my success rate, at least anecdotally.   
Satisfaction with the look back period of 3-5 years was observed for most respondents, although two disagreed. A representative comment follows. I did think than 5-7 years is a more realistic time frame to determine outcomes because something could be going bad at three years without symptoms.

Most PIs questioned the age cap of 70 years.  Representative comments follow.

I disagreed with the age restriction.  People live longer now.  I often have patients in their 70s in my office having root canals … I am often making treatment decisions on 70-80 year olds.

We had some concern about limiting cases to people 70 and younger because we have patients in their 90s who are ok.

Study procedure: Clinical evaluation of index tooth 

About half of the PIs did the exam and then completed the data collection forms while the patient was still in the room.  About half did the exam but dictated the findings to an assistant as the exam was being done.

A representative comment follows. This was not a problem.  The Practice Research Coordinator is with me in the room.  She reads out the variables, I do the exam, and I dictate the answer to her.  All the questions are clear. 

No major problems or concerns were reported, but one PI had minor dissatisfaction:
We had no real problems with these questions, but there were quite a few forms and some redundancy.  The study manual for the analgesics study is much clearer and more logical.  In regard to the restoration variable, some of the questions were relevant to the patient’s condition when the root canal was done and some questions were about the current condition, and this could be confusing.  
One PI apparently did not use the data collection form as the source document:
The procedure was that I did the exam, then wrote the notes, and later completed the data collection forms.  I did not always have the data collection forms in front of me while doing the exam.  

Study procedure: Radiographic assessment

No problems were reported.  Three PIs reported that they would not have done an x-ray at that time as part of their standard care, but they did not object to the x-ray,

One PI expressed concern about the external review of the radiograph: This was easy for me, but I wonder if the external reviewer will make the same assessment that I did.  I have more information than the person evaluating the post-op radiograph because I see the pre-op radiograph also.  Someone else might interpret extent of healing, for example, differently than I did. 

Study procedure: Extraction of data from the patient chart

No problems were reported. 
Study procedure: Collection of patient ratings

Patient ratings were collected in various ways, with assistance ranging from only an introduction to the forms while the patient is in the waiting area or the chair (While the patient is in the chair, waiting for the x-ray, he or she completes the questionnaires by reading them and filling in the answers.  I think they answer more honestly when they read and answer themselves rather than having one of us read the questions to them.) to reading each question and explaining as needed  (I explained the importance of all the questions to the patients.  I answered any questions the patients had.  Depending on the patient, I would read the question and explain the intention; for example, I might say, this question is “just about the [index] tooth.”).  No problems were reported.

Following is a summary of findings relevant to study conduct and management taken from the document reviews.
· All study binders were well-maintained.  

· Evidence of compliance with the PEARL QA  plan was evident at all sites with signatures on the site initiation and site monitoring logs or other documents; however, one signature was missing on a log although there was evidence that the visit had occurred. 
· Formal checklists and other methods were used to review the documents during the monitoring visits.  Deficiencies or deviations (unrelated to the consent process) that had been detected and addressed included stale protocol version, ineligible patient enrolled, and missing one page of DCF. 

Findings relevant to electronic data entry.

· Multiple staff members and PI were typically trained in data entry, but the responsibility for data entry typically fell to one person.  Some dentists worked without a PRC. 

· Data entry was quickly mastered and required 5-30 minutes for each case.

· EDC query system worked well. No problems.  If you made an error, the program would tell you.

· All PIs and staff stated that they could easily reach PEARL CRA for clarifications or questions and receive prompt answers: Once we got the system down and we all knew our own parts, it was easy.  PEARL staff were very helpful.  Whenever we call, someone is there.  Some site personnel also call EMMES directly as needed. PEARL CRA staff were well-known to the office staff and PIs.

PRECEDENT

Study procedure: Randomization procedure (appointment schedule and walk-in)
No substantive problems were observed but the PIs acknowledged that preparation time was needed and the protocol had to be read carefully.  Understanding of the planned randomization procedure was apparent. PIs stated that the investigator brochures and guidelines received from the Coordinating Center were helpful.  Telephone assistance was readily available from Coordinating Center to the practices.  

Compliance with the study protocol was observed in most cases.  Intention to be faithful to the protocol was colorfully described by one PI: We sent in the appointment schedule and then followed the protocol. My instructions to my staff were to follow the protocol instructions exactly.  If the instructions said, “Touch your shoulder,” they were to touch their shoulders. 

One site deviated from protocol: We stopped calling the patients before their appointments to tell them about the study, and we just introduced the study when the patient arrived. The hardest part was calling people and explaining the process and the forms because people work.  We also sent out brochures explaining involvement in the study.  When calling patients, the study came out of the blue to them; it takes time to introduce the study to the patients. 

Study procedure: Clinical judgments during chairside exam 

For the most part, either the dentist conducted the exam and then completed the data collection forms while the patient was still in the chair or the dentist conducted the exam and dictated the findings to an assistant, who completed the forms while the exam was being conducted. In one case, either the dentist or the hygienist conducted the exam.  Some clarifications about the definitions of variables (examples follow) were needed at the beginning of the study but no problems persisted because calls to the Coordinating Center yielded clarification.
· Molar relationships: I had some concerns about the variable of molar relationship because sometimes when they were Class 1 they were only partially Class 1, and some might have had missing teeth or a crossbite, so this made it difficult to assess molar relationships. 
· Facets: 


We had some confusion about the definition of moderate and severe in 
relation to the facets variable. 

The biggest issue was measuring the number of moderate facets.  It would 
have been helpful to have more clarification and definition.  This was the 
most difficult to quantify and people who study occlusion may rate 
differently.  Measurements of mild, moderate, or heavy might be better to 
use to define the degree or severity of the facet.  
· Most recent visit: Also confusing was the wording of what was the patient’s most recent visit; we were not sure if that meant today or the last time visited, but we eventually figured it out. 

Study procedure: Extraction of data from patient chart

No persistent problems were reported although clarifications of variables were needed when the study started and examples follow.  Two cases of apparent deviations from the protocol were observed.  The need for familiarity with the forms was acknowledged.  

· Orofacial pain: We had to get a clarification on the variable of oro-facial pain from the Coordinating Center. 

· Full mouth probing (Note that this was not done for all patients in 2 practices): In general, I do not conduct full mouth probing on all patients, especially healthy patients, so that is not in all charts.  I can make the inference that no healthy patient would have pockets >3.  I’m not sure if every Study 1 patient had a record of full mouth probing in the chart. 

· Accessibility of data in charts: 

The dental hygienist had difficulty in the beginning inputting the data into 
the system as well as extracting data from the chart.  There was a learning 
curve because some data was electronic and other data was hand-written on 
the charts which caused her to have to look in several places for information.  
I reviewed all the data and forms and then got with her to correct any errors.  
You do have to read the forms carefully. 


This was not hard but was time consuming.  Extraction of data from the 
chart was not challenging, although I had to bounce around in the chart and 
that was a little cumbersome.  I found that I had made some errors in the 
chart that I had to correct. 
 Study procedure: Authentication of the completed data form 

Most conducted same day review and encountered no problems with the authentication.

Following is a summary of findings relevant to study conduct and management taken from the document reviews.
· Typically, the practitioner-investigator and either the dental hygienist or office manager were trained in the RCR and managed the study.

· Study charts and documents were well organized.

· The signature logs were incomplete at one site even though the study had been closed for over one year; the practitioner-investigator had not signed off on all forms.  During the visit, he was advised by the Regional Coordinator to sign and back date the forms.  

· There was not agreement at the practices about the handling and retention of study files after the study was completed.

· Translated forms and study information were available but rarely needed.

· There was no evidence of site visits or monitoring of sites by the PRECEDENT staff; the Regional Coordinators were unknown to the practices prior to our visits.  Practitioner-investigators were familiar with the Manager of the Coordinating Center, identified her as their telephone and electronic point of contact, and expressed satisfaction with their interactions with her. (Note: Regional Coordinators began making in-office visits subsequent to the evaluation visits.)

Following is a summary of findings relevant to electronic data entry (aka, electronic data capture, EDC) taken from the document reviews.
· One site did not use EDC for Study 1 because of inadequate Internet access.  This site upgraded its access and plans to use EDC for future studies.
· Data entry for all other sites was done through the AXIO system.  Data entry was quickly mastered and the time per case typically diminished from 15 to 20 minutes to 5 to 10 minutes.  Queries were easy to resolve.
· The AXIO training was scheduled at a convenient time and was straightforward with no problems.
· Minor problems with the AXIO data entry system were noted at three sites. 
1. It was difficult to know whether corrections had been made and submitted (“in between a check and an x on the screen”).  Sometimes, the staff member was unsure if corrections were submitted more than once.

2. The data entry screen did not always show all data at one site; it was tedious to scroll back and forth.

3. It was tedious to enter data for more than one tooth.

4. The electronic data entry initially presented a problem with the password login because the password was long and easy to mis-type.  Also, after training at one case, the system had to be re-initialized. 

 D2biii. How compliant was the research with the following aspect of good clinical practice:  quality assurance and data quality control?

DPBRN

No formal, written quality assurance plan was available; however, extensive training of PIs and staff and monitoring of study conduct is conducted by the regional coordinators at the practice sites. In the southeastern states, the regional coordinators are present in the offices when the study is implemented. Examples of monitoring plans by regional coordinators follow.

· A follow-up phone call is made within one week after the practice site was scheduled to initiate study to determine protocol compliance. 

· In Fl/GA, data from first two participants (or surveys) are sent (usually by fax on the same day as collected) to the regional coordinator for review.  The regional coordinator works by phone with the site to reach 100% accuracy on these initial submissions.  All further submissions are mailed directly to the regional coordinator and they are processed in the same manner.

· In Scandinavia, after centralized training and study is initiated at the practice site, the regional coordinator may conduct a site monitoring visit.

· In another region, for the first in-office study, regional coordinator-generated calls were made at Weeks 1 and 2 and monthly thereafter.  

· Site staff may also initiate calls to the regional coordinators, who are readily available by office phone, mobile phone, and email.


The regional coordinators from the FL/GA region provided an audit report.  They audited four practice sites for dates and identification of restorations for one study. They discovered at least one error at each site in either date or restoration.  One site had 4 date errors; no other site had more than 1 error in dates.  No site had more than 1 error in restorations.  They produced the following audit statistics:

· Date error rate: 6/147  = 4.1 %

· Restoration error rate: 3/222 = 1.4 %

· Overall error rate: 9/369 = 2.4 %

One of the PIs commented on the role of the regional coordinators.  Having the regional


coordinator in the office when you are implementing the study is invaluable.  The regional coordinator spends at least one full day in the practice at study initiation.  They tell us, “There is nothing that can’t be fixed by phone or fax.”  The dentist feels insecure if the paperwork is not manageable or the regional coordinator is not on site.  There is also value in the connections available through the regional coordinators; they have information about how to run the study in other offices.

The DPBRN does not require that practitioner-investigators submit data electronically. The data collection forms may be maintained at the practice sites until the regional coordinators retrieve them, they may be mailed directly to the coordinators, or they may be submitted electronically and the original paper versions mailed in.  The Coordinating Center maintains the original forms.  There is a secondary review of all submitted forms by the Coordinating Center staff.  Ten percent of forms received are audited, and data verification reports are generated.  The error rate to date at the time of the site visits was 

< 3%. 

In regard to data quality control for on-site data entry, the Coordinating Center adopted a standard. The CC has a standard of .05% error for data entry conducted on-site.  This is our primary standard because it is the one data transfer point that we control.  It is difficult to design replicate recording at the practice site itself.  For example, it may not be obvious where a decision made by the dentist occurs during the data collection phase. We do have quality assurance reports based on the network as a whole (rather than reports on individual practices).

PEARL

PEARL had a formal quality assurance plan. One member of the Executive Management Plan explained his intention in regard to quality assurance: I want PEARL studies to be run like pharmaceutical studies.  There is a certain level of control that we have in PEARL that assures us of data quality.  We require, professional clinical research associates, selective recruitment of practitioner-investigators, training in Good Clinical Practice and human subjects protection, and on-site audits of research records.  A Standard Operation Procedures manual has been developed.  It contains standards for the following project components: Recruitment, retention, & operations core (25 standards), training and certification core (1 standard), protocol development core (6 standards), information and dissemination core (3 standards), EMMES Coordinating Center (2 standards), and Network Chair (2 standards).

We recruit dentists with the following credentials and resources:

· At least five years experience in practice

· Internet access in the office

· Office staff that includes a hygienist or office manager

· 2-4 hours per month available for research

· High recall rates
The clinical research associates conduct site and study initiation visits and monitoring visits. An example of one site visit schedule was provided to the evaluators.  The schedule from August 2007 to January 2008 included 10 site or study initiation visits (DC, MD, NJ, NY, PA, RI, VA) and 14 interim monitoring visits (CT, MA, MD, NJ, NY, VT).  This time period may under-represent the number of site visits typically visited in a six-month time period because of vacations and preparation for the annual meeting.

A written report is prepared for each monitoring visit.  For PRL0705, the site is monitored on the following categories:

· Patient enrollment status and study progress

· Protocol adherence

· Protocol violations

· Adverse event reporting

· Informed consent

· Case report source document review

· Regulatory file and IRB

· Facilities and staff

· Study materials

The written report also has sections for “Action Items for Follow-up” and “Action Items Resolved from Previous Monitoring Visits.”

The Lead Clinical Research Associate described the plan for monitoring visits and also actions taken in response to findings: During the monitoring visits, we compare the source documents against the EDC data.  For example, we ensure that there was proper extraction of demographics, that the appointment was on the day reported, that the patient questionnaire was completed as submitted. For some sites, we do a 100% comparison but we have asked EMMES to generate random samples for comparison. For studies requiring a radiograph, the patient chart is reviewed to make sure that the radiograph was taken and was taken within the study window.  Errors are predictable and decrease over time.

At study close-out, we try to resolve any outstanding data problems, such as missing values.  We make sure that the informed consent forms are intact.  We arrange for the research documents to be returned to us for long-term storage.  Our intention is that no source documents or study binders remain at the sites.  We do this both to secure the data and to reduce the need for storage and space at the practice sites.

We might change the study procedures or study training in response to monitoring visits.  We might change the study flow.  We might send out additional guidance, clarification memos, friendly tips and reminders, or notes in the newsletter.  Of course, we do not change the research question nor make substantial changes to the study protocol.
In regard to data quality, the Coordinating Center (EMMES) manages the electronic data capture system, provides training to practice staff at the annual meetings and as needed, has a written plan for data quality control, and works with the Clinical Research Associates and the practice sites to resolve data problems. The clinical research associates review the monitoring reports that EMMES produces for missing data and missing forms.  Sometimes, an EMMES staff member will call us about a data anomaly. An example of a data anomaly would be a mismatch between the patient enrollment date and the date the patient completed the patient questionnaires. Then we prepare and fax a Query Resolution Sheet directly to the Practice Research Coordinator.  At first, we tried e-mail or phone, but we learned that faxing was more effective.  The site has one week to turn around the Query Resolution.  EMMES data managers have increased their direct contact with the sites; initial information about data might go directly from EMMES to the practice and the clinical research associate will follow up.  Some of the practice staff will contact EMMES directly.  


PRECEDENT

No written plan for quality assurance was available during the evaluation site visit. Site monitoring visits by the regional coordinators were begun in the summer of 2008. Site visits were infrequently conducted until July of 2008; 4/85 sites working on Study 1 had participated in site visits through this date. The network greatly increased the number of site visits by the regional coordinators in the fall of 2008 and thereafter. 
The regional coordinators described the network’s methods for promoting quality in data collection through July 2008. 
1. Script-based phone training by regional coordinators that provides a step by step walk though the manual of operations for the protocol.

2. Standardized survey packet that includes case report forms (the source documents for the dental exam) and  patient records (the source documents for the elements abstracted from the chart), with variables are on the right page and explanations and definitions are on the left page.

3. Study is piloted in several offices with appropriate changes made to the protocol and data collection forms based on the outcome at the pilot sites.

4. Telephone check-in for informal study monitoring by regional coordinators

5. Assistance and monitoring visits have just started, and one has been completed. Written data verification tips were developed and will be used by Regional Coordinators to monitor data systematically.  

The revised plan for site visit monitoring follows. Axio data capture is compared to source documents: the data collection forms and the dental clinic charts.  The audit includes a review of all consents, the patient selection log, the staff training log and documentation of training, all variables for 3 randomly selected subjects, and adherence to proper storage of study materials.  A monitoring site visit report is generated, which is a summary of findings.  The practitioner-investigator and staff are debriefed.  A follow-up letter to the PI is meant to be both corrective and motivational. This kind of auditing was planned from the beginning but was not implemented until July 2008 and is a work in progress.  Twenty practices are targeted.  

The Coordinating Center (Axio) maintains an electronic data capture system is in place and has formal, written operating procedures for data quality control.  The practitioner-investigator and practice staff are trained at the annual meeting, by telephone, and on the job.  The system incorporates skip patterns and dependent relationships between fields. Submitted data are reviewed manually and electronically.  Audit trails are created automatically.   
The regional coordinators described the network’s methods for promoting quality in data entry. 

1. Study manual has a section on data entry.

2. Axio trains by phone the person who will do the data entry. 

3. Most offices enter data on-line. 

4. System queries and other queries are generated by Axio.  There are automatic queries from Axio to the practices for missing data, incorrect dates, or incorrect answer format.  Axio tracks the queries until resolution.

5. The regional coordinator also monitors data entry and may generate queries. The regional coordinators regularly monitor the dental offices’ progress in data entry and resolving queries.

6. If the office staff has questions or problems with data entry, they send questions via email or phone call to the regional coordinators, who are very familiar with the data entry system, or to Axio staff.  There are key point people at Axio for data query or other questions

D2c. How feasible was it to conduct the studies in dental practices?

During the site visits to dental practices, the practitioner-investigators were asked about the staff and schedule modifications made to accommodate the studies of interest. They were also asked to estimate the amount of time spent in preparation for the study, the amount of research time spent per enrolled study patient, and whether the time spent matched their expectations. Finally, for two networks, they were asked about the number of patients who refused to participate in the study. Summaries of each question by network follow.

DPBRN

Modifications to staffing and scheduling to accommodate Study 5? 

None of the PIs made modifications. Selected comments follow. 

None needed.  It’s nice that the study fits into a general practice so easily.  It’s easy to accrue patients, easy to complete the paperwork, and easy to understand the study.  We receive lots of support for this study.  The charts are put together for us by the regional coordinator.  I’d get tired of foraging in the research files if I didn’t have research support staff. 

Now I do all the talking to the patients about the study.  I had a staff member who provided research support but she left (not because of the research), so now I do it all myself.  Everything is so well organized for me by the regional coordinator that it’s not hard for me to do it. 

Time PI and staff spent in preparation for Study 5?
The range was 1-6 hours and the average was 2.5 hours.  All respondents stated that the amount of time spent was the same as or less than expected. 
Time PI and staff spent per enrolled patient for Study 5?
Six of the PIs reported that 30 minutes or less were spent and one PI reported 2 hours. The time spent was the same as or less than expected for all practices.
One of the DPBRN practitioner-investigators who was also a member of the Executive Committee, described some of the efforts made by the network to ensure that studies can be conducted in practices. Questions cannot be too confusing or dentists will drop out.  When I reviewed the final approved version of the data collection form for Study 2, I knew it wouldn’t work for my practice.  I had the Network Chair come to my office and compare the regular patient charts against the data collection form.  He saw that the form was too long and required too many clinical and ambiguous judgments.  In the Executive Committee, we review and discuss protocols, solve protocol and data collection-form issues, and make decisions about adapting the protocol to a practice.  We develop a study protocol that is as streamlined as possible considering that is to be implemented in different practices. The Principal Investigator presents the study and we listen to the merits of it. But “stuff happens” after the forms leave us. We try to develop a protocol and data collection forms that are ideal for both the statistician and the dental practice.
PEARL

Modifications to staffing and scheduling to accommodate Study 0705?
Six of the nine PIs reported that no modifications were needed.  Three reported that the patient visit was lengthened by 30 minutes or less.

Time PI and staff spent in preparation for Study 0705? 

Eight responses were documented. The range of time spent was one to ten hours, with an average of about 7 hours.  Two PIs reported that this was more time than they had anticipated they would spend.
Time PI and staff spent per enrolled patient? 

The reported range was 10 to 30 minutes, with an average of about 20 minutes.  One PI reported that this was more time than anticipated. 

Number of patients who refused to participate?

3 sites had no refusals.

4 sites had one refusal.

2 sites had more than 1 refusal.

PRECEDENT

Modifications to staffing and scheduling to accommodate Study 1?
Two PIs reported no modifications, six reported schedule modifications, and one reported engaging additional staff.  

Time PI and staff spent in preparation for Study 1?
Eight practitioner-investigators responded to the questions.  The range of time spent was 2 to 10 hours and the average was about 7 hours. One person said this was more time than expected.
Time PI and staff per enrolled patient for Study 1?
Nine practitioner-investigators estimated the time spent.  The range was 5 to 75 minutes and the average was just over 30 minutes. No one reported that more time than expected was spent.
Number of patients who refused to participate?
Three sites had no refusals.
Six sites had one or more refusals.
D2d. Did the members judge the research studies to be applicable to their practices?

To answer this question, we reviewed the aggregated list of study topics selected by the networks, lists of topics identified and prioritized by two of the networks, and practitioner-investigator satisfaction with study topics documented in the site visit interviews.
Table 5 presents a cross- classification of approved study topics by five major categories (treatment, management, prevention, administration, and rare disorders) and 10 specific dental topics.  As shown, nearly 70% of the study topics were in the treatment and management categories.  Within four of the five major categories, the most frequent specific topic (38% of all studies) was for restorative dentistry.

Table 5: Summary of Approved Study Concepts by Area of Interest 

for the Three PBRN Networks

(Taken from a report prepared for the National Monitoring Committee by the NIDCR Project Officer, April 2009, Appendix 4))

	
	Treatment
	Management
	Prevention
	Admini-

stration
	Uncommon

Rare Disorders
	Total

#(%)

	Restorative Dentistry
	14
	10
	8
	2
	0
	34(38)

	Epidemiology & patient characteristics
	5
	2
	3
	2
	5
	17(19)

	Special needs patients
	4
	4
	1
	0
	0
	9 (10)

	Endodontics
	5
	3
	0
	0
	0
	8 ( 9)

	Oral surgery
	0
	1
	1
	0
	1
	3 ( 3)

	Administration & practice characteristics
	1
	3
	0
	1
	0
	5 ( 6)

	Prosthodontics
	0
	1
	0
	1
	0
	2 ( 2)

	Periodontics
	0
	2
	0
	1
	0
	3 ( 3)

	Orthodontics
	2
	0
	0
	0
	0
	2 (2)

	Implants
	0
	1
	0
	1
	0
	2 (2)

	Other
	1
	2
	1
	0
	0
	4 (4)

	
	
	
	
	
	
	

	Total # (%)
	32 (36%)
	29 (33%)
	14 (16%)
	8 (9%)
	6 (7%)
	89

	
	
	
	
	
	
	


PEARL

Research topics were identified by about 50 practitioner-investigators attending the fourth PEARL Network Annual meeting, held in 2009.  Practitioner-investigators, Practice Research Coordinators, and network faculty prioritized the topics and the following emerged: fractured and cracked teeth, composite restorations compared to crowns on posterior teeth, and re-mineralization compared to fluoride for white spots or early caries lesions.

PRECEDENT

The Year 3 Progress Report presented the following list research topics of high interest to network members: 

· Cracks – impact of occlusion and restorative type

· Posterior restoratives – comparison of types 

· Cracks – best intervention, bonded vs coverage

· Caries – oral health care strategies 

· Caries – use of salivary diagnostics 

· Endodontics – pulp capping technique 

· Adhesives – comparisons of types

· Oral lesions – treatment for aphthous ulcers

· Post and cores – comparison of types 

· Occlusion – type and effect on TMD 

· Periodontists efficacy of prophylaxis to prevent based on risk factors

· Periodontics – effectiveness of laser treatment

DPBRN

The nine practitioner investigators who participated in the site visits all answered in the affirmative that Study 5 was relevant to their practices.   A representative comment follows.
Study 5 will give us a lot more information about Study 2, which opened more questions than it answered.  I’d like to know what kind of results people are getting with composites.  I wait for E2 stage but lots of people go ahead at E1, and I want to see how this works out.  The fluoride was recently taken out of our public water supply, so I am really interested in early decay. 
PEARL

Only one of practitioner-investigators participating in the endodontics study and the site visits did not perform the treatments himself (he referred them).  The others stated that they regularly performed root canal treatments, from several weekly to 5 or more daily.  All were curious about success rates and other aspects of endodontic treatment.

Representative comments follow:

In general, I do a lot of endodontic treatment and have a lot of relevant data, so this study interests me.  In regard to the specific research question, there is a lot of debate among practitioners, especially about 3-5 year results.  Endodontic treatments are done under different circumstances.  Some dentists say, why bother with endodontics, why not just extract the tooth and do an implant?  If the current study shows that much endodontic treatment is unsuccessful, I would agree to do the implant. 

I am interested in the success rate of endodontic treatment.  I perform more endodontic treatment than the typical general practitioner, usually more than one endodontic procedure per day.  I also perform some endodontic procedures at the specialty level of care; I have the latest technology, the materials, the advanced training and the desire to treat my patients at this level.  As a clinician and a materials consultant, the decision making process for incorporating new materials, new techniques or new research data is difficult. 

This is a very interesting study.  There are many ways to do endodontic treatment and many ways to restore teeth.  There is nothing written by dentists about this, but there is information written by manufacturers.  That means there is expert opinion separate from the science.  When we put everyone’s experience together, we can make sense of it.  I do an endodontic treatment about five times weekly.  This study is a good way of checking what we were doing three to five years ago. We put together science with evidence. 

PRECEDENT

During the site visits, the practitioner-investigators were asked,  What about the study [Study 1] was interesting to you? We note that participation in Study 1 was required.  A classification of their responses follows.
· Learning about research: 5/9
· Contributing to science, knowledge base: 5/9
· Life-long learning and CE: 2/9
· Staff training: 2/9
· Involvement with other practitioners: 1/9
· Interest in caries rate:1/9
· To determine demographics of own patient base: 1/9
D2e. What types of research do participants endorse for dental practices?

Several questions from the practitioner-investigator interviews are relevant to this section.  One question addressed limits on the kinds of research appropriate for general dental practices.  Another question was specific to randomized, controlled, clinical trials. A third question addressed whether additional supports or resources would be needed to conduct complicated research.  Responses are summarized by network. Network faculty were also asked about the research designs most appropriate for general dental practices. A summary of all faculty responses is presented following the practitioner investigator interviews. Finally, comments from the NIDCR Project Officer are presented.

DPBRN Practitioner-investigator responses

Are there limits on the types of research that are most appropriate for your practice?

Six dentists responded that there were no limitations. A representative comment follows.

The sky is the limit.  This is a living laboratory.  I’ve been amazed at what has been learned in dentistry from the practices.  There is a lot to be learned from the real world of practicing dentists. I could do treatment comparisons or controlled studies. I could do randomized studies….  I could easily do evidence-based studies.  

Three dentists identified limitations. Representative comments follow.
Doing a randomized treatment study would not be ethical for me because I want to do what is best for each patient.
The current studies are perfect.  I could participate in a study that tested a product if there were two equivalent treatment choices, but I would not do a study with a placebo arm.

What resources and support are required for you to conduct more complex research?

Five indicated they were not sure or that they needed no additional resources.  Two endorsed more training, one mentioned increased support from regional coordinators, and one mentioned more staff. 
PEARL Practitioner-investigator responses

Are there limits on the types of research that are most appropriate for your practice?

Four respondents reported no limits, given sufficient and specific training and low risk.

A representative comment follows.  I do not see any limits on the kind of research we could do.  Of course we couldn’t participate in a study if we did not do the procedure or have the patients.  My relationship with Dr. Ship gave me a lot of encouragement about research, and our research will affect how dentistry is done.  I see cases where standardization of specific treatments or procedures would help improve practice. 

Three respondents endorsed chart review or survey studies. Three  respondents had reservations about studies that might increase risk to the patient or change their standard practice.  
Would a randomized trial be appropriate for your practice?

Three of the nine practitioner-investigators indicated wariness or reservations about studies that would include randomization to treatment, but 6/9 stated they would participate in randomized treatment studies if the patients were guaranteed effective treatment with only a short delay.  Representative comments follow.

I have no problem with randomization to treatment conditions, but I think the patients will not be receptive.  Inclusion and exclusion criteria for a randomized study are tough, and the time range for some studies is restrictive.

For treatment studies, it would take time for me to find the patients.  I would have to select the patient for the treatment.  In regard to randomized studies, they might be good for patients who could not afford treatment but were willing to participate in research.  That is, some patients would like to have a procedure done but couldn’t afford it, so I could offer the study treatment at no or minimal cost.  

I don’t have a problem with random assignment to treatment but the patients will have to be sure that they will get a treatment that will work if the first treatment does not.  If all treatment modalities are equally viable, I could in good conscience offer a randomly determined treatment.  I would be able to talk with patients about their contributions to science but that they could lose 3-4 weeks in getting the most effective treatment. 

In regard to randomized treatment studies, I could participate as long as all the treatment options were within the standard of care.  We want to learn if one treatment is wrong so we can change to a better treatment. A randomized study is ok, as long as we are not doing anything experimental and we’re not doing any harm.

What resources and support are required for you to conduct more complex research?

Five of the nine indicated no need for additional resources or support. Four advised that additional training, such as training in protocol procedures and avoiding bias, would be needed.  Two endorsed increased involvement of the PEARL CRAs in the office. Two wanted the study manuals to have more examples and be more comprehensive. Two endorsed increased remuneration. 

PRECEDENT Practitioner-investigator responses

What types of research are most appropriate for your practice?
Four dentists reported no limits to the kind of studies as long as additional supports and good study design were present.  A representative comment follows.  I think randomized, controlled, clinical trials (RCTs) are appropriate.  Assuming support is available and we are following the proper protocols, then RCTs and interventional research would be appropriate for my practice. 
Two endorsed quality assurance studies, survey research, and chart reviews.  Three stated that it would depend on the study question and design 

Two discussed liability and time as potential constraints to more complex studies.  The comment in regard to liability follows. I can not lose any money because of conducting research. Now we are reimbursed.  What if you use a product and 3-4 years down the line the research changes and the work must be redone, will any help be given?  To conduct complex research it would have to be clinically appropriate.  So far the patients only spit in a cup but no procedures have been performed.  I will wait to see the results from the data before I make a change to the practice. 
Wariness about participation in randomized treatment studies was observed in seven respondents.  One comment follows.  Let me answer this by saying what I would not do.  I would not do anything that would compromise my patients.  I would not do anything that is invasive.  I would not do a study with a placebo control.  I did use a treatment randomization method in graduate school because the study outcome was important; if the participants are guaranteed nothing or guaranteed a good benefit, that is okay. 

What resources and support are required for you to conduct more complex research?

Eight of the nine identified at least one kind of support.  Four endorsed more training (standardization of techniques, study management, understanding sound science); two identified more detailed study manuals or the manuals available in hard copy and CD; and two identified increased assistance with data collection and input. Three itmes were put forward by one dentist each: increased remuneration, better computers, and schedule modification. 

Cross-network faculty responses

Are there limits on the types of research that are most appropriate for dental practices?
All agreed that randomized, controlled, clinical trials could and should be done but that these should be simple and matched to the research question and the practitioner-investigator interests and skills. Most faculty respondents also indicated that additional resources would be needed for more complicated research designs. Faculty were aware of practitioner-investigator hesitation about participating in randomized clinical trials. Representative comments follow. 
PBRN research should run the gamut from chart reviews to randomized, controlled, clinical trials.  … The beauty of PBRN is that it uses real-world practices and real-world practitioners conducting a range of research activities desired by the practitioners.  Some want to do only chart studies, some want to do middle of the road research, and some want to do randomized, controlled, clinical trials.  
Any RCTs conducted in the practices must also have simple outcomes.  We want to use what dentists really do clinically for outcomes.  The protocol review committee sometimes wants more sophisticated outcomes, but we keep it simple.  

To increase the complexity of the studies, you would need to increase the funds available and the number of practices participating.  It would be difficult to estimate how much more money would be needed for clinical intervention studies, but most of the costs are in staff.  We would need a substantial increase.

Most of the practices in the network are solo practices, so they have limited time, space, and staff.  Dedicated research staff employed by the practice or available to the practice would make a difference.  We are not concerned with reaching a limit on the intellectual capacity of the practitioner-investigators, because the intellectual curiosity and intellectual ability are clearly there.  It is the charge of our network to direct practitioner-investigator enthusiasm into valid research and to provide access to reasonable research methods through the network infrastructure and the CC.  

Whether to do an RCT depends on the nature of the research question and the willingness of the practitioners to maintain equipoise.  

Randomized trials require good preparation.  Practitioners need time to do training, and first they have to be trained in research.  It is realistic for us to do clinical intervention research, but one obstacle is the tendency for the dental community to be timid when it comes to randomization.  The practitioner-investigators believe in too many treatment options, so narrowing the number of treatments to test has been difficult.  The practitioners also have reluctance to randomize patients to treatment because the dentists believe they know what is best for each patient.  
Limitations will exist in the areas of instrumentation, space, and training rather than in the kinds of research. Both effectiveness and randomized clinical trials are possible. The number of studies conducted is less important than the nature of the studies.  With training and exposure and standard of care treatment arms, the skepticism on the part of the practitioner-investigators about randomized treatment studies has diminished.  Before this, most of the practitioner-investigators would have rejected a randomized treatment study.
Project Officer interview

What types of study designs should be used by the PBRNs?

The type of study designs employed by the PBRNs should be determined by the scientific question to be answered.  These can range from a survey to collect preliminary data upon which to base a subsequent prospective study, retrospective case-control studies, and clinical trials to test interventions. Studies must be designed to be simple and clear in order to be feasible to conduct in the practice setting and to insure that the data collected is robust and supports study findings.  The PBRNs are also well suited for the establishment of registries and can be employed to perform surveillance on oral and other disease conditions.

D3. Goal: Disseminate results of dental practice-based research

Key evaluation questions follow:

D3a. What methods for dissemination of research are important to members?

D3b. What dissemination plans were developed by each network?

D3c. How much dissemination productivity was observed?

Data sources follow:

· Practitioner-investigator interviews

· Faculty interviews

· Review of documents

· Project Officer interview

D3a. What methods for dissemination of research are important to members?

Summaries by network of practitioner-investigator responses to two relevant questions asked during the site visits follow.

DPBRN

Question: Where do you find persuasive information about research, new products, or new procedures? 

As a group, the practitioner-investigators endorsed peer-reviewed journals, trade publications that are independent of manufacturers, colleagues, personal experience, continuing education, newsletters. Selected responses follow.

I get about 20 journals a month….  I do like and read the Clinical Research Associate Journal (CRA) which is a newsletter. The CRA Journal does their own research on products and laboratory work.  They also do scientific research and periodically send out samples for the dentist to test.  We change materials or procedures on a regular basis as they improve and are proven with research… I don’t feel like I can trust the research that manufacturers have done 
… there is a dental practice group in Provo, Utah, that conducts research on materials and they try to be independent of manufacturers.  They put out newsletters that are informative.  Newsletters and seminars are the most informative to me.  Most of the JADA journals are too clinical, too statistical. 

Question: Suppose that one of the PBRN studies results in a finding that might have clinical significance to everyday practice. How should DPBRN distribute the information?

As a group, the practitioner-investigators endorsed presentations and discussions at the Annual Meeting, short articles in JADA, and publications in peer-reviewed journals.
PEARL

Question: Where do you find persuasive information about research, new products, or new procedures?
Eight of the nine endorsed presentations and discussions at formal and informal meetings.

Eight endorsed publication in science journals.  Three responded that learning from personal experience was persuasive to them.  One endorsed the benefits of

trade journals or trade conventions; however, four reported that trade journals were not persuasive sources. Representative comments follow.

A good practitioner takes information from as many different sources as possible to make good decisions.  An important source is research, and I learn about it from journals and from continuing education.  I helped start a continuing education program at our local dental society.  Learning at the local level is good because dentists won’t want someone they’ve never met telling them what to do. 

Continuing dental education that includes data compilation is important to me.  The CRA Newsletter (now the Gordon Christensen Clinicians Report) has been very instrumental in helping me decide about materials and treatment.  I’ve developed relationships with some manufacturer’s representatives and believe in their products.  There are so many peer-reviewed journal articles. I read the conclusions first and that can become a source for me to find out more information.  

Question: Suppose that one of the PEARL studies results in a finding that you think has clinical significance in your everyday practice.  What steps would you take to try to apply the finding more broadly?  

Seven respondents endorsed publication in scientific journals as the best way to disseminate research information.  Five endorsed PBRN Annual Meetings or other continuing education activities, including local study clubs.  Three endorsed newsletters, including internet postings, or presentations at national conferences such as AADR. 
Four spoke of the need for PEARL and the PBRN program to gain wider recognition, both to have more members and also to achieve credibility. Representative comments follow.
We need support in the literature, support in the dental schools, and support from the financial side, meaning the manufacturers and the insurance companies.  It will be easier to get support in the literature and the dental schools than from the financial side, but we would have to have consent from the manufacturers and the insurance companies to be influential. 

This will be a challenge for the PBRNs and we need a little help.  As much as we try, no one understands what we are doing… we need to promote what we are doing.  We need to have a lot of dentists participate, but many dentists don’t know what it means to participate; they don’t understand that they could participate.  We will have to publish our results.  

PRECEDENT

Question: Where do you find persuasive information about research, new products, or new procedures? 

Six practitioner-investigators endorsed presentations and discussions at formal and informal meetings.  Six endorsed science journals.  Four mentioned learning from personal experience.  Three stated that trade journals were not good sources of evidence.

A representative comment follows.

Every day I read a dental article in a peer-reviewed journal.  I avoid the trade journals because they are advertisers, driven by sales…  I also attend lectures from knowledgeable presenters.  I temper everything I hear and read with my own experience.  I am willing to pilot new procedures in my practice and then determine the outcomes from the recall visits. 

Question: Suppose that one of the PRECEDENT studies results in a finding that you think has clinical significance in your everyday practice.  What steps would you take to try to apply the finding more broadly?  

Six respondents endorsed discussions with colleagues, in formal or informal meetings and even on-line, as the best way to disseminate research information.  Four endorsed publication in scientific journals.
D3b. What dissemination plans were developed by each network?

Evident from the faculty interviews was the general agreement that dentists change their practices based on their own experiences or on the experiences of trusted colleagues and that publication of findings in peer-reviewed journals is unlikely to lead to change.  All networks rely on a variety of dissemination methods, particularly the annual meetings, and work to insure active engagement of the members in presentations and discussions of PBRN research results. Representative comments follow. 
We are trying everything to get information out.  We know that being a passive listener in a continuing education course is not effective in changing practices. We know that, even though some journals are read more widely by practitioners than others, an article in a peer-reviewed journal is not effective for changing practices immediately, although we do need to publish our findings.  We present findings in newsletters, on the website, and at the annual meetings.  We also ask the practitioners to provide testimonials to bring home their experiences at a personal level.  We put these on the website and print them.  The dentists like to see their photos and words and this is an ice-breaker to get dentists talking.
… data from the members’ own practices really influence their acceptance of the findings.  The members are also interested in data from practices they know about (that is, geographically close to them) because those patients are similar to their own patients.  The opinion of a fellow practicing dentist is more influential than the opinion of an academic dentist, especially if the practicing dentist is from the same state.
It will be difficult to change dental practices based on research data because dentists learn from each other. They have a what-works-for me culture that is hard to overcome, but we are hoping that, if the dentists participate in the work and see the results, they will change. 

All faculty identified the conflicting aims in the release of preliminary data: study integrity and reliable analyses versus engagement of practitioners and grant management.  Discussions about preliminary release of data had occurred in faculty and administrative meetings of all networks.  The absence of studies requiring DSMBs was associated with a lack of written policies regarding release of interim findings. A representative comment follows. 

We are very careful about releasing interim results; however, we are caught between conflicting aims.  We can’t wait two and a half or three years to release data because interest within the Network wanes.  We therefore take at a snapshot of the data about half-way through subject accrual to keep the practitioner-investigators interested, to keep our network in the public eye and as a data quality assurance assessment. We also need to have data released to be able to sustain our network in the future. On the other hand, we are concerned about the possibility of introduction of study bias with the report of interim data and don’t want to bias the outcome of the studies.  We have had lots of discussion about this in the [leadership meetings].  

One network, PEARL, developed a comprehensive dissemination plan. (See also Section F1: Identification of good practices.)  The PEARL Executive Management structure includes an Information Dissemination core.  To inform dentists about research findings, the PEARL leadership planned to disseminate to the ADA News, JADA, and the Compendium of Dentistry.  With the recognition that clinicians attend meetings, a major component of the plan is to disseminate data at the PBRN meetings. 

At the upcoming regional meeting, presentations from the other two national PRBN networks will be given.  We are promoting dental PBRNs, not just PEARL.  Dental PBRNs are new in this country and need branding and maturation.

The PEARL plan includes dissemination to dental schools and dental insurers. 

The impact of PBRN data on dental schools is also important. Dental schools have an enormous amount of influence in molding the next generation of dental clinicians...  If credible data arise from PEARL studies such that PEARL becomes a branded name in research, like the Cochrane Reports, we assume the dental schools would have to pay attention to the results of PEARL studies when designing curriculum.  Dental schools do change when key personnel advocate for change…  it is essential that critical people in the dental schools who are involved in curriculum decisions be aware of these types of research findings.  We would welcome the addition of a PEARL PI whose is also faculty of NYUCD to become a member of the NYUCD Curriculum Committee….
Finally, PEARL leadership articulated the potential influence of practice-based data to dental insurers. 
The PBRNs can influence third party insurers.  For example, a research finding that prevented an expensive procedure later by performing a simple procedure now would be very persuasive to third party insurers.  PEARL has access to MetLife and Delta Dental data.  With MetLife, we have a bi-directional use of data because we are using their database.  Dental practice management companies are also interested in the results of our trials to learn about outcomes, prognoses, and economic efficiency.  We don’t know the most effective way to disseminate information to insurers and others.  A first step is to make presentations at national and regional meetings.  
D3c. How much dissemination productivity was observed?

In regard to publications, three manuscripts based on findings from the studies listed above had been published or accepted for publication by April 2009.

· Oen KT, et al.  Attitudes and expectations of treating deep caries: A PEARL network survey.  Gen Dent 2007; 55(3), 197-203.  The first author is a practitioner-investigator.  

· Gordon VV, et al. Restorative treatment thresholds for primary caries based on radiographic images: findings from Dental PBRN.  Accepted for publication in General Dentistry.  The first author is a practitioner-investigator.  

· Riley JL, et al. Dentists’ use of caries risk assessment in children: findings from Dental PBRN.  Accepted for publication in General Dentistry.
Also published were conference abstracts and proceedings that included findings from some PBRN studies. Several manuscripts about designing, implementing, or operating dental practice-based research networks were published, and one book chapter on the same topic was submitted for publication. The NIDCR Project Officer commented on the book chapter during his interview:

In August of 2007, the PBRNs were invited to contribute a textbook chapter on dental practice-based research to a new dental textbook.  The textbook chapter was completed in March 2008 as a collaborative effort and has been accepted by the editor for publication.  It is interesting to note that two practitioner-investigators contributed to this endeavor. This may be the first ever textbook chapter on the topic of practice-based research.  The PBRNs are now discussing collaboration with medical PBRNs on the publication of the first textbook on practice-based research.
Numerous presentations were made by all three networks, both of the mechanics and successes of establishing a dental PBRN and of findings from the PBRN research, during the first three and one half years of the projects.  In each network, practitioner-investigators were included as presenters or authors. These presentations were made at annual and regional meetings within the networks, at national meetings of dental and other professional societies, and at other international, national, regional, and local meetings. 

See Appendix 4 for a complete list of publications, manuscripts submitted and in preparation, and presentations.

D4. Improve general dental practice

Key evaluation questions follow:

· D4a. What impacts on their practices do the practitioner-investigators report?

· D4b. What potential for change is expected by program participants?

Data sources follow.

· Practitioner-investigator interviews

· Faculty interviews

D4a. What impacts on their practices do the practitioner-investigators report?

During the site visits to the offices of the practitioner-investigators, each practitioner-investigator was asked the following questions to determine the impact of the network’s research on his or her practice: What changes to your practice have you made based on your network’s research results?  What practices have been affirmed by research results?

Of the nine DPBRN interview participants, two respondents indicated no changes or affirmations. One respondent indicated that the use of DIAGNOdent was affirmed.

Six reported changes to procedures, materials, or patient education: 5 changed treatment for early caries. Changes reported by at least one practitioner each related to post-operative sensitivity, amalgam use, patient education, and formocresol pulpotomy.  

A representative comment follows:

 The DBPRN Annual Meeting in Atlanta is the first time in 20 years of attending continuing education meetings that I actually came back on Monday and changed my practice.  Discussing topics, such as whether to restore or not, use fluoride or not, comparing practices, was important.  Since the meeting, I had a patient with an E2 cavity.  Before the meeting, I would have filled it; but I chose to do a sealant and home fluoride instead.  What was different for me was being able to sit with the group in the break out sessions and talk about things.  We had a very lively discussion because the topic was important and we were participating and not just listening. 

Of the nine PEARL practitioner-investigators interviewed, five reported no changes.  Two reported becoming more reflective and more aware of good clinical practices.  Four reported specific changes: two reported changes in caries treatment (leaving some decay behind); one reported a decrease in the use of antibiotics following root canals, and one reported the use of a glass ionomer lining to decrease post-op hypersensitivity. 

Of the nine PRECEDENT participants interviewed, four reported no changes. The remaining five indicated changes in procedures or materials (using more fluoride resins,
examining carefully for ONJ, started using the MI paste) patient education (how I talk to patients before injections, instituted several procedures, such as use of mouthwash, as recommendations to patients), and office practices (be more complete in our routine data gathering).
D4b. What potential for change is expected by program participants?

Multiple data sources address this question.  First in this section will be the presentation by network of summaries of responses from the practitioner-investigators during the site visits.
DPBRN
Question: What would you like Dr. Larry Tabak, Director of the NIDCR, to know about the DPBRN project?  What should he tell Congress or taxpayers about it? 


All respondents talked about the actual or potential for improving dental practices.  This potential was linked to the following:


PBRNS address research questions of interest to practitioners;


PBRN research is conducted under practice conditions;


PBRNs produce unbiased findings, compared with industry research;


PBRNs represent the entire country of practitioners;


Practicing dentists are enthusiastic about PBRNs.


Representative comments follow.

I have never been as drawn into something as enthusiastically as the DPBRN since dental school.  It was brought up to us that many of the things we do had not been tested in practices in an evidence-based manner. Sometimes what happens in labs is not the same as what happens in practices.  We can help a lot of people economically if we can identify the best products so that they become the norm; that could lower the price and establish a reimbursement rate for insurance companies.   


This type of grassroots research brings reliable findings and information to us effectively and quickly.  We improve our clinical procedures, protocols, daily clinical practice, and the quality of dental care we provide.  We are honored to participate with the elite research organizations (NIH, NIDCR, UAB) and answer the honor by giving the best of our talents to a quest that we believe in and hope to gain knowledge and experience and translate that into improved preventive protocols and dental care for our patients. 


One respondent noted that the PBRN program has strengthened the relationship between NIH and ADA.


One respondent discussed the economic benefits of the PBRNs:  The DPBRN is cost-effective.  Dentists have already invested heavily in our practices, and we already have a population of patients accrued.  Also, the DPBRN doesn’t have to spend much money in getting research findings out to the network. More effective treatments are more economical in the long run.  So we can help manage the increasing costs of dental care and improve patient satisfaction if we can find the least invasive, most effective, least costly treatment. The DPBRNs are a great resource, an accessible body of knowledge.


PEARL
Question: What would you like Dr. Larry Tabak, Director of the NIDCR, to know about the PEARL project?  What should he tell Congress or taxpayers about it?  

All respondents talked about the potential for improving dental practices.  This potential was linked to the following:


PBRNS address research questions of interest to practitioners;


PBRN research is conducted under practice conditions;


PBRNS produce fast results, compared with industry research;


PBRNs produce unbiased findings, compared with industry research;


Practicing dentists are enthusiastic about PBRNs.

Representative comments follow.

This is a chance to directly improve the clinician’s success rate and improve clinical practice.  With this project, we can improve in real time the clinical outcome.  Why wouldn’t you do that?  There is relatively little delay in doing these studies.  Other research may take decades to result in change.  If you were able to get the PEARL study done in three months and get it published, you would have more relevant data than any manufacturer.  The weight of this is tremendous.
This is the best way to improve the practice of dentistry and give patients the best treatment.  We are doing a lot of things without evidence.  Dentists have to balance between being a health care provider and running a business; if the research gives us some evidence, we can incorporate it or maybe eliminate some practice.  PBRNs report results that are not biased because we are not manufacturers, nobody is forcing us to give the same answer.  This is a good way to change what dentists do.  We can’t do everything ourselves because we have to manage a practice. 
He should point out the numbers of dentists who are participating in PEARL already is significant!  Dentists are buying into this program because they see the need.  In dentists’ on-line chat rooms, they are sharing information on what works, and they are hungry for evidence-based dentistry.  I firmly believe that.  The worst place you can find yourself in is between the patient and the manufacturer whose products did not work.  You have to redo the treatment, it costs the office and the patient may lose some confidence in you.  Dentists need to know what materials are meeting manufacturers’ claims.

This research is great because it is at the grassroots level.  Finding out what issues interest practicing dentists is a good start.  If we can take this to the next level, it will have tremendous impact.  The osteonecrosis of the jaw study is a prime example.  Who would have thought that a drug for bone health would affect the mouth?  This has tremendous consequences. The role that PEARL played in the ONJ study stands alone.

Two respondents mentioned the role of PBRNs in the continuum of research:

The PBRNs complement in vivo/in vitro research by contributing to the research agenda; we want the answers but we’re not capable of doing the bench research.

One respondent discussed the potential through the PBRN of improving overall health in the community: Americans are living longer and longer, and we have more senior citizens than ever.  The quality of life for seniors involves total body health, including oral health.  Dentures are no longer acceptable. Dentists can detect some diseases earlier than others because we see them more often.

One respondent noted that the PBRNs can give information to NIDCR about the needs of practicing dentists for training in research: PEARL is also a learning tool for NIDCR about research and training needs among practicing dentists, how to get research into a private dental setting.

PRECEDENT
Question: What would you like Dr. Larry Tabak, Director of the NIDCR, to know about the PRECEDENT project?  What should he tell Congress or taxpayers about it?  

Six of the nine respondents reported that PBRNs are important because they have the capability and capacity to do effectiveness research on large and diverse populations.
A representative comment follows.

 In dentistry and medicine, things change fast.  Everything now is based on lab studies, but nothing is based on day to day clinical practice, and we know that a controlled environment is very different from a practice environment.  We have a diversity of patients in a real-world practice.  
Five of the nine suggested that PBRNs are important because they might explore the links between oral health and general health.
PRECEDENT has the potential to have tremendous impact on the health of people in the United States.  We may be able to find factors or predictors in the mouth e.g, heart disease, etc.  
Four dentists opined that PBRNs are important because their work will lead to improvements in oral health. 
This program is truly going to save money for taxpayers because dental care will be delivered at a higher level of success, the number of un-needed procedures will decrease, and access to care will be improved.  This program improves the science of practice.  
Two PIs stated that their PBRN needed more time to achieve its potential:
It takes time to get good data and do good research.  The research studies have come along more slowly than I thought they would, but I have learned that it takes time to get the researchers ready.  Once we start collecting the data, we are actually on the downhill slide.  We need more time. Once a group has been set up, we will be able to do a number of studies because we have a motivated, good group. 


The NIDCR Project Officer was also asked, “How should the PBRN program be presented to Congress or the public?”  His response follows.
I would suggest that the PBRNs present an opportunity to collect clinical data at the point-of-care, which can be extremely useful in informing the dental and medical communities and providing value information to support policy decisions.  In an era of escalating health care costs, the PBRN model may prove to be the one of the most cost effective means of collecting clinical data and ultimately changing clinical practice and improving the oral health of the public. 

A third source of information for this section comes from the surveys distributed at the 2008 Annual Meetings of DPBRN and PEARL.  One part of the questionnaire asked the respondents to rate on a scale from 1 (“no possible effect”) to 5 (“will change practices”) the likelihood that a specific network study would change the respondent’s own practice and then rate on the same scale the likelihood that the study would change dental practices in general.  Summaries follow, separately for each network. 

DPBRN











     My practice   Other practices

Assessment of caries diagnosis and caries treatment

3.66

3.26

Reasons for placing the first restoration 


on permanent tooth structures



3.64

3.35
Reasons for replacement or repair of dental restorations
3.82

3.61
Patient satisfaction with dental restorations


3.82

3.58
Longitudinal study of dental restorations


4.22

3.92
Questionable occlusal caries lesions



3.84

3.71
Trans-PBRN study of osteonecrosis of the jaws

3.77

3.89
Retrospective cohort study of osteonecrosis of the jaws
3.70

3.85
PEARL






My practice
Other practices

PRL0501:  Deep caries treatment survey 

3.42

3.33
PRL0602:  Post-operative hypersensitivity

3.47

3.32
PRL0603:  ONJ




2.94

3.33
PRL0604:  Treatment outcomes in deep caries
3.42

3.58

PRL0705:  Endodontic treatment outcomes

3.42

3.32
PRL0706:  Analgesic use and effectiveness 

3.67

3.59

The network faculty were also asked about the potential and realized value of dental PBRNs during their interviews. Responses were organized into six categories, which are presented below with representative comments.  There was general agreement among the faculty members about the value of dental PBRNs.

(1). Educate dentists about research

· Practitioner-investigators know that the data they generate is not like the data they receive from other sources.  If the PBRNs educate the practitioner-investigators to the extent we believe they will, the basic researchers will have an audience for their data.

· The practitioner-investigators have a unique skill set – manual and knowledge base.  The PBRNs are a resource to educate dentists so they can talk to their patients about more things than routine dental care, such as newer drugs they may be taking.  Dentists are widely under-utilized in the health care system.  Next to MDs, dentists are the most highly trained medical personnel.  The PBRNs could be used for screening; a nurse could be stationed in the offices to screen for oral health and systemic diseases.

(2). Contribute to the national oral health agenda

· Practitioner-investigators and practitioners should be involved in setting the research agenda of NIDCR.  In the PBRN, dentists start thinking about what they are doing in their practices and look for evidence to support clinical decisions.  They can inform the NIDCR about research questions and then use the data to inform their own clinical practice in a feedback loop.  The NIH mindset of bench to bedside might not be the best paradigm to change the practice of dentistry; a bench to community approach is more appropriate.  
· The dental PBRN program also completes the cycle of NIH/NIDCR funding.  Most research ideas are generated in an academic setting, conducted in a lab, maybe followed by a translational piece, but then what?  Industry takes over.  Instead, NIH/NIDCR could take the research from translation and test it in the PBRNs, test it on real United States citizens and real practices.  

(3). Develop an evidence base to inform dental practice

· Dentistry is behind medicine in developing evidence-based practices, although some of the dental schools are making progress.  The PBRNs promote evidence-based practice and show its value.  Dentists do receive some continuing education but most are too busy making a living to spend a lot of time in classes.  The PBRNs generate a basis for evidence-based practice.
· The PBRNs are heading toward comparative, effectiveness research with patient-reported outcomes.  The FDA is also moving toward these outcomes, in terms of measuring quality of life.  The dental PBRNs have the potential to effectuate change in the dental profession but also in the population at large.  Clinical research is not taught in dental schools.  

· Data being collected by the PBRNs are not being collected anywhere else.  No other group is doing the research being conducted by the PBRNs.
· The PBRN research moves from select patient groups typically used in randomized clinical trials to a larger pool of patients.

· The quality of data coming from our network is as good as the data coming in from [industry-sponsored] clinical trials, because the studies are simple and the forms are simple. 

(4). Disseminate practice-based research findings

· I believe that the PBRNs are raising the bar for dentistry and will change dental school curricula. I would like for our network to have a Director of PBRN Dental Faculty whose job is to disseminate knowledge generated by PBRNs to the dental school(s); this would change curriculum.  
· Clinicians like to be involved in research.  The PBRN is one of few possible ways to get involved in research that has clinical meaning for the clinician.  This is a way to influence practice. PBRN results are generated by real life practitioners, so you would expect a faster acceptance of results among practitioners. The networks are a way to disseminate research results and information in a novel way.
· The PIRG study will give us a systematic way of measuring impact and good information to present to Congress.  We are asking for baseline and annual reports on studies for dentists in and out of the networks.  All network practitioner-investigators will be asked to respond, and non-network dentists will be sampled.  

(5). Disseminate information about creating and maintaining practice-based research networks

· The best way to solve problems is to get all the constituencies involved.  In the PBRNs, we are engaging dentists, hygienists, and patients.  NIDCR took a big and bold chance in funding the PBRN program…The NIDCR exerted leadership and demonstrated that PBRNs work with dentists, and now they have an influence on medical PBRNs.
· We have set an example and can contribute to lessons learned and guidance about implementing practice-based networks.  
· The dental PBRNs have now surpassed the medical PBRNS in data sharing and in the use of professional-level CRAs. Although the expectations about the type of research conducted in medical versus dental PBRNs might not differ, in our PBRN we have RCTs but with fewer patients and more sites.  We have set the stage for what can be done in properly supported PBRNs.  The medical PBRNs are struggling to engage practitioners and do studies that are valued by practitioners.

(6). Participate in health care reform

· All of our studies have patient-centered outcomes, such as pain and the alleviation of pain as well as quality of life.  
· We now have a system in place to look at dental diagnostics.  We now have a centralized reporting system with trained practitioners in the field for early surveillance of dental disease.  We have a defined group of practitioners in place for technology transfer.  We can do basic science translations. 

· Here is my vision of dental PBRNs.  We are training a cadre of dentists who take a medical history that should include drug safety and drug surveillance.  It would add a lot of dimension to Phase IV approval studies for side effects to be documented in dental practices. The dental PBRNs are poised to do drug safety and surveillance studies. The dental PBRNS offer educational processes for creating future dental faculty. 

· PBRNs should provide oversight of practicing dentists.  There is currently no oversight, and insurers won’t tolerate the cottage industry approach for long.  The PBRN dentists are tethered to a university and are trained in good clinical practice, quality assurance, and research. 
Finally, the NIDCR Program Officer was asked about the potential or realized impact of the PBRNs.  His comments follow.

The PBRNs have a real potential to significantly change clinical practice by answering questions that the dental team faces in the daily care of patients.  The PBRN model is also likely to significantly truncate the time required to translate research into practice.  In addition and possibly of equal importance, the PBRNs will engage the broader dental community in research endeavors, which is likely to foster an increased emphasis on providing care based on scientific evidence. We know by self-report that participating dentists gain a much greater appreciation for research and its importance in clinical practice. Recently the American Dental Association has made overtures to the PBRNs and appears interested in aligning the ADA research agenda with those of the PBRNs. For the past year, the PBRNs and the ADA have been conducting quarterly conference calls to discuss these and other issues of mutual interest.

Part E. Summary of Findings Relevant to Project and Program Management

E1. Fidelity to the RFA and original applications

Departures from the original application

   Program level departures


· The ONJ study was instituted, with supplemental funding 

· The CONDOR committees (Directors, Informatics, P&P, PIRG) were instituted, without additional funding

A representative comment follows. There is nothing in the RFA requiring that the three networks work together. The NIDCR Director met with us in March 2005 after the IADR meeting.  He essentially told us to play nice together.  No model of collaboration existed for us, although I knew most of the people from the other networks.  We developed the monthly Directors’ Teleconference; this is proof of our success in the first year of collaborating and sharing ideas rather than competing.  We also collaborated through the CONDOR curation group and the CONDOR PIRG group, neither of which is in the RFA.  
    Project level departures 

DBPRN 

· The number of proposed studies was decreased from 22 to 16 and complexity of studies was reduced … although there were no substantive changes in the types of studies nor in the breadth of studies we proposed. (budget issue)
· Funding for the Health Economist position was eliminated.  (budget issue)

· The Network Co-Chair position was eliminated.  (program issue)

· We instituted the Study Implementation Group. The team comprises the lead investigator, a faculty member from the CC, and a regional representative.  We implemented this approach for Studies 3, 4, and 5 and it has led to a faster and smoother implementation.  This group is unlike our other committees in that it is dedicated to a single study.  (program issue)

· We rescinded the RFA requirement to have web-based data entry for the southeastern states (program issue)

PEARL 

· We reduced the number of studies from 20 to 15.  (budget issue)

· We had planned to collaborate with other NYU departments, particularly the Department of Epidemiology and Health Promotion, but our studies as they have developed have not had epidemiological interest. One of the other proposed collaborators was interested in screening for oral cancer, but the practitioners in our network were not excited about investigation of this topic, so that collaboration has not progressed.  As we learned more about the nature of effectiveness studies that we could do, we saw what collaborations were possible and needed as viewed by our Executive Committee. (program issue)

· We had proposed to collaborate with the Levin Group, which was going to help us in understanding how to implement protocols in dental offices.  Because of staff changes at the Levin Group…[they were] unable to actually help implement or pilot the studies.  Our CRAs, with their professional backgrounds were able to do the provide office staff and dentists with study patient scenarios and work flow recommendations that we thought the Levin Group would provide… We have had initial conversations with a think tank that might help with study design in the context of the dental practice milieu.  (program issue)

· We proposed to use a central IRB, BRANY, but we were not aware that BRANY would make each practice site independent.  That meant if we made a change in the protocol, BRANY would have to re-certify each site, at a great cost in time and money. As we implemented studies, we wanted to be able to make modifications without undue cost.  Now each practitioner-investigator is appointed as a Adjunct Research Associate to NYU.  As such, they are eligible to use the NYU IRB, and this IRB is attuned to the PEARL mission.  (program issue)

· We changed our definition of tiers in the network.  Initially, we meant for tiers to be defined geographically, but now we are looking more at capabilities to conduct randomized controlled trials than geography.  (program issue)

· We had planned for our network to have a limited geographic range, probably within 200 miles of New York City…  We are right on the targets we had laid out, but we do have some members from states far away.  We tell them about networks closer to them, but if someone wants to join our network, we will accept them. (program issue)

· A key realization for us was based on the experience in medical PBRNs that about 30% of the practices in the network will participate in the study.  We should have designed PEARL to have 300 practices, not 100.  We also learned that we had to recruit to the study and not to the network for some studies. (program issue)

· We have promoted changes in the leadership structure.  Having one Network Chair to do everything is not realistic and a single Chair would be over-burdened.  Our Executive Management Team (EMT) structure is more business-like and less academic.  The EMT also gives each of us recognition and a feeling of involvement.  We interact about 3-4 hours weekly, with regular face-to-face meetings on Mondays and Thursdays.  Our NIDCR funded Coordinating Center Program Director, Don Vena of EMMES joins us regularly by phone and occasionally in person.  Each of us reports to the group during these meetings.  I think it would be difficult to do this at a distance, and it must be difficult for the networks with multiple universities to maintain communication.  We also switched from the proposed four cores to three cores (Recruitment, Retention, and Operations; Protocol Development and Training; and, Information Dissemination). (program issue)

PRECEDENT

· We are trying to expand with Friends of PRECEDENT. We might need a larger base of trained practitioner-investigators to choose from for a more complex study.  I would like to have 150 solid practitioner-investigators to choose from plus another 20-30 for simpler studies. We might start using Study 2 as the requirement for entry (membership) rather than Study 1 and close out Study 1.   We might have to go beyond our initially identified five states, but it will be hard to have sufficient contact if we add more states.  (program issue)

· We might need more regional coordinators. (program issue)
· We are also trying to enroll more practitioner-investigators who work in community clinics.  Without a concerted effort, we won’t get anybody from a community clinic to participate. Five of eight recently trained members and about ten practitioner-investigators in total are from community clinics.  We have also spoken with someone from CROWN, a dental network at Case Western Reserve University, about collaborating with practitioners in community networks.  If we enroll about ten CROWN clinics and our current ten clinics are active, we could identify topics of interest to public practitioners; we consider that their topics would differ from those of private practitioners.  (program issue)

· We are also putting together a network of orthodontists.  They should have a separate set of issues for research. (program issue)

E2. Recommendations for a re-issued RFA

Data source: Faculty interviews
   General recommendations, which were proposed by multiple respondents, follow.
· More specificity on number of studies expected, although one faculty member did not think that the number of studies should be specified at all

· More specificity on types of studies expected

· More realistic budget expectations so budget cuts are not made after the application has been submitted

   Specific recommendations, which were proposed by at least one respondent, follow.
· Requirement for professional-level CRAs at CC or Network Chair 

· Clearer definition and justification for DSMBs

· Clarification of program goals: In regard to practice change as the goal of the PBRN program, I question in whom will this change be measured?  It is not reasonable to search for changes throughout the country.  Our members are a self-selected, small percentage.  

· Clarification of expectations about dissemination of results: We will have to make a major effort to disseminate results of our research.  This round of the PBRNs will probably fall short here, which is acceptable because the RFA was almost silent about this.  
· Allow flexibility about IT requirement at the practice site level: It is okay to keep the IT requirement but be realistic that not all practitioner-investigators will meet the requirement, so we have to be flexible to allow for maximum participation.
· Reconsideration of separation of Network Chair and Coordinating Center applications: One question that I have is why the Network Chair was separated from the Coordinating Center by the RFA?   How do the Network Chair and the Coordinating Center Chair work together?  A closer linking of the two might have gotten the studies implemented sooner. 


Are there potential efficiencies in centralizing some functions, such as one network or one coordinating center, if PBRN is refunded?
No faculty member endorsed the idea of consolidating the three networks. Possible disengagement of the practitioner-investigators, failure to gain efficiency, and disruption of existing relationships were the most frequently expressed objections.  

Representative comments follow.

The absorbing network would need an increased budget.  We still need a structure that is responsive to the region.  We still need regional coordinators who are sited geographically.  We have roughly one regional coordinator for 25-50 practices.  It is not clear that money or time would be saved by consolidating the networks.

… introducing one network now rather than three might be disruptive.  Ours is truly a regional network.  The practitioner-investigators take pride in being part of a regional network.  One of the advantages of having three networks is the diversity of ideas and research topics.  With one national network, we might not be able to develop as many protocols and get as many studies opened.    How would we prioritize studies if there was one network?  There are likely to be differences regionally in the importance of topics, although there would be some topics of national interest.  The study output would likely decrease with just one center.
The thought of covering the whole country with one network or one coordinating center is a little overwhelming.  There could be a problem if the needs or research interests of practicing dentists varied by geography. The practitioner-investigators are probably more engaged with regional networks than they would be with a national network.  I don’t know if the members are attracted to the network because of their graduate school affiliations.  It would be possible to maintain a network of practitioners across the country but it would be hard to maintain quality.  The optimal size of a network is probably less than the whole country.
Faculty were more positive but still skeptical about the possibility of one coordinating center.  Potential advantages were noted in terms of quality assurance but possible disadvantages included loss of practitioner-investigator engagement, reduced overall research productivity, and an overwhelming workload. 

Representative comments follow.

There would be advantages to one Coordinating Center for all three networks.  There would be a certain level of data integrity that could be counted on.  Queries, stopgaps, etc., would all be handled the same way.  Right now, our network has a quality assurance plan for monitoring and data quality …that …should be standard, and this could be true with one Coordinating Center.  Knowledge by the public of the level of quality assurance in the PBRNs would give us lots of credibility.  If NIDCR clinical studies are going to sit at the table with medicine, you want quality assurance.  Another advantage of one Coordinating Center would be more control over the operations.

There was another RFA issued in the past several years that proposed a consolidated coordinating center, so I have thought about that for the PBRN. Now, I think the multiple coordinating centers and multiple networks approach is stronger for the practice based nature of these networks.  The three coordinating centers are all doing a good job using widely varying methodologies.  The sorts of studies being conducted by the three networks are different.  We might not get this with just one network or one coordinating center.  At the practice level, we  have selected practices that could use electronic data capture, but this is different across the networks.  I don’t think the NIDCR is likely to save any money by having one coordinating center.  The engagement of practitioners would be decreased by one coordinating center.  

One faculty member noted that the collaborative nature of the program ensured that the three networks and coordinating centers would learn from each other and also that NIDCR could learn about the kind of research infrastructure best suited for dental PBRNs: Working with the other two networks has given us useful information. We have monthly teleconferences for the three networks, and we see the minutes from the committees (PIRG, Informatics, ONJ, Directors). What we have is an experiment in developing PBRNs with a sample size of 3.  
The NIDCR Project Officer also addressed the issue of the adequacy of the RFA. 

The RFA was formulated at a time when little was known about dental practice-based research.  Although I was not involved in drafting the document, it appears to have drawn on the experiences of medical PBRNS and contains a vision whereby practitioners would conduct multiple clinical trials and prospective studies in their practices to answer the questions they face.  The purposes of the PBRNs are clearly stated and the aims of the grant are clear. In hindsight, one might have included more emphasis on the impact on clinical practice and the profession with less focus on research methodology; however, this outcome would be difficult to quantify.  Outcomes such as fostering an increased emphasis on evidenced-based clinical decision making, encouraging studies with high impact on health care delivery, and demonstrating the efficiencies and economies of scale inherent in this practice model might have been useful.  I would recommend that issues related to research design be driven by the research question rather than dictating that studies with particular research designs be conducted regardless of the question to be answered.

The NIDCR Project Officer was also asked whether the initial NIDCR project goal of 16-22 studies to be completed by each network should be maintained. 
When the RFA was written, 16-22 studies seemed feasible.  Now that number looks a little ambitious.  Setting the numerical goal may have caused the networks to focus too heavily on this objective rather than the more global goal of impact on clinical practice and the oral health of patients. It would probably not be prudent to alter this numerical objective at this time but to relegate it to lesser importance when future funding decisions are made.

E3. Project sustainability after NIDCR funding is over
Data source: Faculty interviews

All Chairs endorsed the importance of the NIDCR funding in establishing the network and attributed success in making the networks operational to the presence of sufficient funds for infrastructure.  All networks are trying to secure alternative funding but acknowledged that funding on a study by study basis would involve many challenges.  One Chair stated that his network could not survive without NIDCR funding.
Representative comments follow.
NIDCR funding moved practice-based dental research in the U.S. from nearly zero to where it is today.  NIDCR had the courage to fund dental PBRNs in a way (long-term and sufficient for infrastructure) that allowed us to surpass the medical PBRNs …  the dental PBRN field has clearly caught up with - and I would say, has surpassed - the medical PBRNs in several ways.  The dental PBRNs are exerting a leadership role in PBRN research in regard to the number of practitioners involved and the types of studies being conducted. 

If funding is cut, we would seek support through R01s or other sources.  The application for single studies is problematic for medical PBRNs; the NIDCR-supported infrastructure permits us to retain staff as we seek funds to support individual studies.

If NIDCR does not support infrastructure, the networks will probably fall apart.  We could not do big studies without an infrastructure in place. We could go after individual grants to support one study at a time.  Some medical PBRNs are sustained that way, by a series of grants.  That could be problematic for us, because study section members might not see our topics as high priority so we might not be funded. R01 grant applications for some of our studies might not get high enough priority scores to get funded.  NIDCR could set up a separate funding stream for practice-oriented studies, but we could not compete with regular R01 applications. NIDCR funding of the infrastructure gave us the base to generate research ideas from the practitioners, to identify the important topics rather than searching for topics that could be funded and spend half our time trying to get grants.  
E4. Grantee interactions with NIDCR 

Data source: Faculty interviews.
Award mechanism

Satisfaction was expressed by the three Network Chairs except for the annual carry-forward request.

A representative comment follows: 

The Cooperative Agreement mechanism has presented problems with the single year release of funds and the requirement to request, re-budget, and justify carry-forward amounts about four months after the fiscal year has ended.  Because we have separate budgets for each region, the carry-forward has to be written separately for each region, and this is tedious.  There can be a delay of six months or more from the time the grant year ends until the carry-forward is approved and the account is available from which to spend at the university level.   Maybe there could be a simpler mechanism.  With a regular NIH grant mechanism, the unspent funds automatically go over to the next year.

Program Director/Project Officer
General satisfaction was expressed for both Program Directors.
Representative comments follow.
Both Program Directors have been very involved.  There is a lot of e-mail communication.  We are kept current on oral health research.  The Program Director could take more of a leadership role in CONDOR committees and teleconferences; it seems reasonable to me that NIDCR would have active leadership in that respect rather than having leadership rotate between the three networks.  The Program Director has been essential in the networks working together.  Traditionally, we view other grantees as competitors, but in this case we have worked together very well.  The reality is that the three of us could be competing for one network in four years. Given that fact, it is remarkable that we have enjoyed such a high level of genuine collaboration.
We have a better network because of the two Program Directors.  Our first Program Director was very knowledgeable about medical PBRNs and their lessons learned, so he kept us from re-inventing the wheel.  The current Program Director has been excellent at getting things done, such as helping us understand IRBs and regulatory impacts and getting the three networks to work together.  

One Network Chair expressed concern: The current Program Director is supportive and helpful, more supportive and less directive than the prior Program Director.  We do not want anyone from NIDCR to dictate to us.  In the beginning, we were not sure how much autonomy we would have. Most of us were not prepared for the monthly calls with all the networks.  We did not know, for example, that we would have to work out terms common to all networks.
Project self-assessed progress metrics

Faculty expressed neutrality to dissatisfaction.  Several respondents questioned the utility of the information from the metrics to NIDCR and the burden to projects in collecting and reporting.

We shot ourselves in the foot with the metrics.  We didn’t expect to have them, but we were asked to document what we were doing.  In an effort to be cooperative, we chose too many. We’ve gotten more used to them, and we are using appendices for detailed documentation, but it takes over a month for several people to get the metrics data together for the annual report.  It does seem that we are shuffling paperwork and there could have been a simpler process.

Strengths and challenges of the trans-PBRN study compared with site-initiated studies

No faculty member expressed concern about the importance of the topic or the suitability of the networks, collectively, to address it.  Advantages and challenges of the committee approach to developing the protocol were expressed.  Reservations about the interest of general dentists in the topic were expressed.  Reservations about doing case-control studies in general practices were expressed.

Representative comments follow.

The advantage of developing the ONJ study the way we did is that we tapped into a lot of expertise from multiple researchers, multiple universities.  The disadvantage is that the more people involved the more time it takes to things done.  Overall, the trans-PBRN design was a net positive.  Could there be ways to increase the efficiency of the ONJ or another trans-PBRN study?  The ONJ study was not envisioned in the RFA but evolved.  It had to be trans-PBRN to get enough cases.  It might have been more efficient to designate a single leader for the ONJ study rather than having the leadership committee, but this is an administrative issue and not a substantive issue. 

There were several problems at the beginning.  The presence of multiple IRBs created problems.  There were diverse opinions among the committee members about study design.  We had to work out compatibility in record systems and instruments.  Getting cases in individual practices was not as easy as we anticipated, because the ONJ cases tended to concentrate around hospitals.  Some decisions were not made in a timely manner.  There was no real problem with the topic, and the leadership of the networks accepted the topic.  Practitioners said they would not know how to deal with ONJ if they saw it.
NIDCR saw a window to promote PBRNs when the ONJ story broke, but NIDCR underfunded the study, in my opinion, and it is taking a tremendous amount of resources for completion.  For example, one of the problems with the ONJ study is that the data do not exist in many practices in the northeast because ONJ patients go to major medical centers for treatment.  There was no clear leadership for the study at first.  One of the issues for the ONJ study is in merging the databases from the three Coordinating Centers.  There was a misdirection of effort at the beginning but the study had to be done.  There is now a nice working relationship among the networks on the ONJ study.  The publication resulting from the study will be the first large-scale study on ONJ.

Cross-network studies are not a bad idea, but the design of the ONJ study, a case-control method, might not be the best for practices.  The topic did not come from practitioners but was chosen by NIDCR; however, we recognized that ONJ is an important topic and the study could provide good visibility for the networks.  The networks have worked together reasonably well on the study, but we did not have a lot of expertise in ONJ, epidemiology, or case-control methods.  That expertise would have been helpful.  There was other expertise.  The process of designing and implementing the study was somewhat slow.  The nature of a case-control study was difficult for some, but we finally reached a compromise. Trying to design and implement this study by committee was hard; it would have been better to identify the appropriate expertise and assign responsibilities to individuals.

During the site visits, and particularly during the interviews with network faculty, issues emerged that needed to be addressed to the NIDCR Director, the PBRN Program Director, or the Director of the Extramural Division.  These issues were referred promptly by the Principal Evaluator to the appropriate NIDCR leader.  They are listed below because they document challenges experienced by the grantees.  The list is not prioritized. 

· How do newly released Clinical Guidelines for NIDCR-funded research apply to PBRNs?

· Why does NIDCR have to establish the DSMB?  One of the networks experienced delays in starting a clinical trial and stated that such delays could have been avoided if the network had its own DSMB.
· Can anything be done about data curation delays (everything goes through NCI)? 

· Are the expectations documented in the RFA current as to the number and types of studies expected?
· Does the NIDCR expectation about practice impact as the main goal of the program mean impact on dentists enrolled in the networks as practitioner-investigators or impact on dentists more generally?  

· What is the future of the PBRN program?  Are the three networks competing for one national slot in 2012? 
One of the issues that was clarified was the NIDCR expectation for the type of studies to be conducted.  The RFA articulated the NIDCR expectation that the majority of studies would be clinical studies requiring DSMB monitoring.  Reconsideration by the Institute and Extramural leadership yielded the clarification in March 2009 that the NIDCR expected that the research question should guide the selection of the research design.

Part F. Conclusions and Recommendations for Program Improvement

F1. Major Program Accomplishments  

(The inclusion of an accomplishment on the list does not imply that all networks were equivalent in their accomplishments.)
· Infrastructure for dental practice-based research was established at three dental schools.
· Three networks of dental practices were established; one had mostly regional members ( PRECEDENT: the Northwest United States), one had members from 21 states (PEARL: (although most of the members were from New York and New Jersey)),  and one had a national and international membership (DPBRN: the southeast United States, Minnesota, Oregon, Washington, and Scandinavia). 

· Nearly 600 practicing dentists, most of whom were previously research-naïve, were trained in research methods, the protection of human participants, research protocol development, conduct and management of research studies, and interpretation of research results. 
· Numerous staff in community dental practices were trained in the protection of human participants and in the conduct and management of research studies.

· Electronic and other within-network communication systems were established and used by practitioner-investigators primarily for electronic data capture.

· Electronic and other cross-network communication systems were established and used by project faculty and staff and NIDCR staff.
· Research topics were nominated by network members and selected to have potential for clinical impact (i.e., practice change, informed practice).

· Research protocols were developed by the network faculty with input from the network members and approved by the Protocol Review Committee.
· By April of 2009, twenty IRB-approved studies were completed or underway.  Nineteen of these were specific to one network, and one was a cross-OPBRN study.  One of these was a clinical intervention study requiring DSMB involvement.  Additional studies were in development.

· Studies were conducted in practices with minor changes and little interference with normal operations.
· Research variables were standardized across networks for some studies.

· Data collection forms and research procedures were piloted and revised as needed.

· Investigator's brochures or study manuals were developed for each study and found to be useful.

· Quality assurance practices and procedures were developed and implemented that detected and corrected protocol deviations.

· Electronic data capture was functional.

· Data quality control procedures were developed and implemented.

· The network Annual Meetings were well-attended and were a source of continuing education for general research education, training on study management and conduct both generally and for specific studies, and for discussion and interpretation of research results of network studies.
· Some practice impact (procedures, patient education, affirmation) resulting from PBRN research results and from trainings or meetings was documented.
· The potential for practice impact is high among the practitioner-investigators.
· Numerous presentations and some publications about the dental PBRN program have emerged.  A textbook chapter on dental practice-based research was completed with participation by network faculty and practitioner-investigators and is scheduled to be in press in 2009; the textbook itself is targeted for dental schools.

· Presentations and three peer-reviewed publications about PBRN research results have emerged.

· Some practitioner-investigators have gained experience in scientific writing and speaking.
· Practitioner-investigators, practice staff, project faculty, and project staff are satisfied and highly enthusiastic about the PBRN program.
F2. Identification of Good Practices

The good, promising, or best practices that emerged from the evaluation follow.  

· The DBPRN and PEARL interactions with academic IRBs to facilitate practice-based research;

· The active engagement of the practitioner-investigators in the Executive Committee at DPBRN; 

· The DPBRN development of an operational definition of minimal impact on practices to guide protocol selection and development;

· The PEARL quality assurance program;
· In the DPBRN and PEARL networks, the presence of regional coordinators or clinical research coordinators in practices at the onset of a study and for on-site monitoring;
· The DPBRN methods of engaging practitioner-investigators in the study results at the 2008 Annual Meeting;
· The PEARL plan for informing dental school teaching and training by research results from the PBRNs;

· The PEARL plan for increasing the number of practitioners with faculty status at their dental school;

· The DBPRN inclusion of geographic comparisons in study designs;

· The PRECEDENT and PEARL development of comprehensive study manuals.
F3. Areas for Improvement  
One of the purposes of the evaluation was to identify ways to improve the PBRN program.  Following are recommendations for program improvement.

Additional training in the protection of human participants in research is needed to develop greater appreciation of the need and legal requirements to protect participants as well as greater operational understanding of informed consent processes and forms.

Additional training in the conduct of research is needed to limit protocol deviations and to ensure reporting of deviations when they occur. Written plans for maintenance of study files need to be developed and implemented where they are not in place. The contract research organizations should be fully utilized for training in study management.

Additional training or exposure to randomized, controlled, treatment trials is needed to overcome skepticism about research in general (unless conducted by self or someone known and trusted) and skepticism about the ability to achieve equipoise.
Formal, written quality assurance plans that include both on-site and remote monitoring should be developed or revised and implemented as needed. Written standards of operation should be developed where they are absent. The contract research organizations should be fully utilized for assistance in developing and implementing quality assurance plans.

Research productivity should be increased.  Some practitioner-investigators are eager for more studies.  The number of trained practitioner-investigators in each network will probably need to increase as research productivity increases.

Cross-network guidelines should be developed regarding the release of preliminary, partially analyzed data with small sample sizes.

F4. Ratings of progress on program goals

Four primary program goals were identified in the RFA for the Dental PBRN program.  Additionally, three goals emerged from the field as important to the program participants.  Progress to date on each goal is rated below as follows:

· not yet observed

· marginal

· satisfactory

· good 

· exceptional.

Goal:  Educate general dentists about research.

Rating: Satisfactory.

Justification: Many accomplishments in regard to training were observed; however, additional training needs were documented.

Goal: Conduct sound, scientific research in dental practices

Rating: Satisfactory

Justification: The studies that were in process or completed were sound; however, the number of studies to date is lower than anticipated.

Goal: Disseminate practice-based research results.

Rating: Marginal

Justification: Good methods and plans for dissemination were observed; however, because few studies have been completed, few results were available for dissemination.

Goal: Improve general dental practice.

Rating: Marginal.

Justification: Improvements in some dental practices were observed; however, these improvements were limited because only a few studies have been completed.

Goal: Disseminate information about the PBRN program.

Rating: Good.

Justification: Many groups of dentists and researchers have expressed interest in the dental PBRN program and there has been substantial activity in the projects and from the NIDCR Program Director to present and publish in this area.

Goal: Contribute to the national oral health agenda.

Rating: Marginal.

Justification: Methods for including practice-based research training and results in dental school curriculum have been or are being established and collaborations with major professional groups of dental researchers have begun.

Goal: Participate in health care reform.

Rating: Not yet observed.

Justification:  This was identified by the project participants as a potential, future outcome of PBRNs.  

Table 6: Summary of Progress on Program Goals

	
	Progress to Date

	
	not yet 

observed   
	marginal
	satisfactory
	  good   
	exceptional

	Major Goals 

Identified in the RFA
	

	Educate general dentists about research
	*******
	*******
	*******
	
	

	Conduct sound scientific research in practices
	*******
	*******
	*******
	
	

	Disseminate practice-based research results
	*******
	*******
	
	
	

	Improve general dental practice


	*******
	*******
	
	
	

	Additional Goals Identified by Participants
	

	Disseminate information about the PBRN program
	*******
	*******
	*******
	*******
	

	Contribute to the national oral health agenda
	*******
	*******
	
	
	

	Participate in health care reform


	*******
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Appendix 1: Consent Form and Data Collection Instruments
Consent to Participate in a Program Evaluation Interview 



p.2

DPBRN, PEARL, PRECEDENT – Interview of Practitioner-Investigator 

p.3

DPBRN, PEARL, PRECEDENT - Document and Data Entry Review  

p.8

DPBRN – 2008 Survey of Practitioner-Investigators




p. 10

PEARL – 2008 Survey of Practitioner-Investigators




p. 16


DPBRN - Focus Group for Regional Coordinators 




p.21

PEARL – Survey of Practice-Research Coordinators



p.23
PRECEDENT - Focus Group for Regional Coordinators 



p.27

DPBRN, PEARL, PRECEDENT - Interview of Network Chair 


p.29

DPBRN, PEARL, PRECEDENT - Interview of Coordinating Center 

p.31

Principal Investigator 


NIDCR - Interview of Program Director/Project Officer 



p.33

DPBRN, PEARL, PRECEDENT - Interview of Project Manager                 
p.35

 for Network Chair 





DPBRN, PEARL, PRECEDENT - Interview of Project Manager for 

p.36

Coordinating Center 

National Institutes of Health/ National Institute of Dental and Craniofacial Research

Evaluation of the General Dental Practice-Based Research Network Program

Consent to Participate in a Program Evaluation Interview 

The National Institute of Dental and Craniofacial Research, part of the National Institutes of Health, is conducting an evaluation of the General Dental Practice-Based Research Network program.  The purpose of the evaluation is to determine progress on program goals and objectives.  The evaluation includes interviews with Key Personnel and Network Members participating in the program.  Network Members, who are also known as Practitioner-Investigators, were randomly selected to be interviewed.  About ten Key Personnel and thirty Network Members will be interviewed. Participants will be asked about their opinions and experiences with dental research and the General Dental Practice-Based Research Network program.  No personally identifying information will be collected during the interview.
Individual interviews will be conducted by an experienced program evaluator.  The Evaluator will take handwritten notes of your responses or will be accompanied by an Evaluation Analyst who will take handwritten notes during the interview. Interviews of Key Personnel may require two hours; interviews with Network Members should require no more than one hour.  You will be given the primary interview questions about one week in advance.  About two weeks after the interview, you will receive a written summary of the interview and you may correct, modify, or add information to that summary.
There is no direct benefit to you from participating in the interview, but the information you provide could help improve the General Dental Practice-Based Research Network program.  A written evaluation report will be prepared that will contain information from the interviews and from other sources.  The individual comments of Network Members will not be identified in the report.  

Taking part in this interview is voluntary.  You may choose either to take part or not to take part in the interview. No matter what decision you make, there will be no penalty to you.  Your relationship with the National Institute of Dental and Craniofacial Research (NIDCR) will not be affected by your decision to participate or not to participate.  If you have questions about the interview or the evaluation, you may contact Sue Hamann, PhD, Evaluation Officer, NIDCR, at 301-594-4849 or sue.hamann@nih.gov.

Participant: I have read this consent form.  I understand the information and have had my questions answered.  I understand that I will be provided with a signed copy of this form.  By signing this consent form, I agree to take part in this interview. 

Print Name
_________



Date

_______________
Signature

_______




Program Evaluator:  I have fully explained to the participant the nature and purpose of the evaluation interview.  I have answered any and all questions to the best of my ability.
Print Name







Signature





Date




Hamann

15 September 2008

NIH/NIDCR/OSPA

Evaluation of the General Dental Practice-Based Research Network Program

Interview Guide for Practitioner-Investigators

PBRN:   

Interviewer:  Hamann  
Gehley


Date of interview:   _____________________________

1. What is your gender?  Female (1) _____
 Male (0) _____

2.  What is your age in years today? _______________  

3. Are you of Hispanic or Latino origin? Yes (1) _____
No (0) _____

4. What is your racial identification? (circle the one best answer)

1. White  

2. Black or African-American  

3. American Indian or Alaska Native 

4. Asian  

5. Native Hawaiian or Other Pacific Islander 

6. Other (please specify) __________________________________________________   

5.  Graduate education 

	Degree
	Year

	DMD
	

	DDS
	

	
	

	
	

	
	


6. Type of practitioner (circle the one best answer) 

1. General Practitioner 

2. Oral/Maxillofacial Surgeon 

3. Periodontist 

4. Prosthodontist  

5. Endodontist

6. Pediatric Dentist 

7. Orthodontist  

Other (please specify) ___________________________________________________

8. 7. Professional dental memberships

	Association (national or state)
	Member
	Yr  joined
	20 PBRN?

	
	
	
	

	ADA 
	
	
	

	Academy of General Dentistry
	
	
	

	AADR/IADR
	
	
	

	ADEA
	
	
	

	Am Acad Cosmetic Dentistry
	
	
	

	Am Acad Pediatric Dentistry
	
	
	

	Am Acad Periodontology
	
	
	

	Am Acad Restorative Dentistry
	
	
	

	Am Assoc Endodontists
	
	
	

	Am Assoc Orthodontists
	
	
	

	Am Assoc Public Health Dentists
	
	
	

	Am Coll Dentists
	
	
	

	Am Coll Prosthodontics
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	APHA
	
	
	


8. Research training and experience prior to joining PEARL (industry-sponsored trials, independent research, continuous quality improvement or quality assurance activities [ex: measured number of patients recalled for annual cleaning or exam against a standard])

9. Interactions with NIH/NIDCR before joining PEARL (training grant, career development award, research grant, advisory panel, scientific review)

10. Year joined (estimate as needed) 

2005  
2006  
2007  
2008

11.  DBPRN - Study 5: Longitudinal Study of Dental Restorations
 (questions in this section pertain to Study 5 only)

A. Why did you decide to participate?

B. Is the topic of dental restorations one of your high priority issues?  Why?

Number and percent of observed restoration failures within 3 years in your practice?

C. Your contributions to protocol development

D. Questions, concerns, comments about research questions, design, conduct, consent procedures, outcomes, reporting (what’s easy, what’s hard about the study)

i.   
Recall for annual observation


ii.  
Patient and tooth tracking


iii. 
Annual re-consent needed


iv. 
Transition from assenting to consenting participant


v.  
Clinical judgments – easy or hard

11. PEARL – Study 0705

Outcomes for Endodontic Treatment and Restoration of Teeth in General Dental Practice

A. Why did you decide to participate?

B. Your contributions to protocol development

C. Questions, concerns, comments about study procedures (what’s easy, what’s hard)
i.
Compliance with inclusion and exclusion criteria


(Inclusion: endo tx within 3-5 years while in PI’s practice; <71; capacity to consent)

(Exclusion: abutment; 3rd molar; active endo tx)

ii.
Consent process (including assent; translations; Q&A process)

iii.
Patient refusals
iv. 
Clinical evaluation of index tooth 


(pain, pain on percussion, restoration condition, caries, periodontal status, proximal contacts)

v.
Radiographic assessment


(periapical disease; pericemental disease; coronal structure lost)
vi.
Extraction of data from the patient chart


(date of tx; restorations; re-endo tx; extractions, tooth replacement; errors, missing data )
vii.
Collection of patient ratings


(Tooth Sensitivity Questionnaire; Oral Health Questionnaire)

11. PRECEDENT 

Study 1: Oral Disease Prevalence: A Survey of PRECEDENT Practices
A. Why did you decide to participate?

B. Your contributions to protocol development

C. Questions, concerns, comments about study procedures (what’s easy, what’s hard)
i.
Randomization procedure (appointment schedule and walk-in)

ii. 
Patient refusals, either by phone or in person (number of refusals, ask for log if 
it does not have patient names on it)

iii.
Consent process (including assent, translations)

iv.
Clinical judgments during chairside exam (review Part II topics)


(molar relationship, open bite, crowding, spacing, tooth movement procedure, 
night guard, facets, cold sores or canker sores, race, ethnicity)

v.
Extraction of data from patient chart (Review Part III topics re: missing data, 
ambiguous data)


(gingivitis, periodontal disease, oral cancer, oro-facial pain, full mouth probing, 


# teeth with pockets >3 mm, # teeth with pockets > 5 mm, endodontic treatment, 
pulpitis, pulpotomy or pulpectomy, missing teeth, dental prophylaxis, topical 
fluoride, sealant, new caries, treated caries)

vi.
Authentication of the completed data form (errors, missing data)

Questions common to all networks

E. Modifications to staffing and scheduling to accommodate study

F. # hours PI and staff spent in preparation (best guess) ______________

More or less or same as expected 

G. # hours PI and staff per accrued patients (best guess)  ______________

More or less or same as expected

12.  Discussion questions

A. Do you perceive any differences between your role as a Practitioner and as a Practitioner-Investigator? What potential or realized conflicts of interest could exist between these two roles?  What processes for transition or initiation into your practice exist for research subjects versus non-research patients?

B. Has any research finding that you learned since dental school led you to change your clinical practice? What types of research findings are persuasive to you? Explain, describe.

C. Suppose that one of the PBRN studies results in a finding that you think has clinical significance in your everyday practice.  What steps would you take to change your practice to reflect the new data? What steps would you take to try to apply the finding more broadly?  

D. What changes to your practice have you made based on PBRN research results?  What practices have been affirmed by research results?

E. What resources and support are required for you to conduct more complex research?

(examples: dedicated research staff, increased remuneration, more training, more detailed study manuals, additional space, better computers)

F. What types of research are most appropriate for your practice: continuous quality improvement or quality assurance [ex: measured number of patients recalled for annual cleaning or exam against a standard]; testing of guidelines or standards; survey research or chart reviews; interventional research; randomized, controlled, clinical trials?

G. What would you like Dr. Larry Tabak, Director of the NIDCR, to know about the PBRN project?  What should he tell Congress about it?  Taxpayers?

H. Other comments

National Institute of Dental and Craniofacial Research

Office of Science Policy and Analysis

Dental Practice-Based Research Networks

Document and Data Entry Review at Practice Site for Year 4 Evaluation

PBRN:   DPBRN
PEARL
PRECEDENT

Reviewer:  _________________________

Date:   ____________________________

1. To-be used data packets


Location and ease of retrieval


Consecutive status maintainable and maintained


Ready to use vs amount of prep needed or desired

2. Data collection process


Retrieval of case report forms (CRFs) or similar forms


Patient identification info, date stamps, etc prior to visit


Location of CRFs during appointment


Use of CRF as a source document


Verification of clinical judgment


Verification of data

3. Procedures for patient tracking and recall
4. Data entry process (not applicable to DPBRN in 2008)


Location of data entry computer


Start-up time


Coordinating Center address in favorites file or on desktop


Log-in process



User name and password readily available


Introductory screen transition to data entry screen


Data entry



Second password required 



Protected information required



Process (proficient, awkward, frustrating)



Missing data, out of range data, skip patterns

5. Data submission procedures 

6. Data verification methods

7. Storage of research data


Retention versus transfer of source documents


Physical location of copies or originals during study



Separate from clinical data


Security during study


Plan for long-term storage (where, how long, method)


Plan for disposal (when, how)

8. Review of consent forms (choose 5-10 randomly)


Storage


Retention plan


Separate from clinical charts


Separate from research charts


Signed by PI, patient, and witness


Initialed on each page


Consent process noted in clinical chart

9. Discussion questions 

A. Data collection 


Training – initial and ongoing


How many people in the practice are trained for and conduct data collection?


Resolution of problems

B. Data entry, submission, and verification

Training – initial and ongoing


Were computer upgrades needed?  Who paid?



How many people in the practice are trained for data entry?


How many conduct data entry?


Resolution of problems

C. Consent forms and consent process for non-English speakers

10. General condition of files, including consent forms, prepared packets, completed forms

(evaluator judgment)

11. Compliance with HIPAA

(evaluator judgment)

National Institute of Dental and Craniofacial Research
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2008 Survey for DPBRN Practitioner-Investigators
Instructions: Your experiences and opinions about DPBRN are important to the evaluation, and we appreciate your completion of this survey. It will take you about 15 minutes to complete.  The survey is voluntary and anonymous and no personally identifying information is requested.  If you have questions or comments about DPBRN, the survey, or the evaluation, please contact the NIDCR Evaluation Officer, Dr. Sue Hamann, at 301-594-4849 or sue.hamann@nih.gov.

1. What is your gender?   FORMCHECKBOX 
Female (1) 
 FORMCHECKBOX 
Male (0) 

2.  What is your age in years today? _______________  

3. Are you of Hispanic or Latino origin?  FORMCHECKBOX 
Yes (1) 
 FORMCHECKBOX 
No (0) 

4. What is your racial identification? (check the one best answer)

 FORMCHECKBOX 
White (1)

 FORMCHECKBOX 
Black or African-American (2) 

 FORMCHECKBOX 
American Indian or Alaska Native (3) 

 FORMCHECKBOX 
Asian (4) 

 FORMCHECKBOX 
Native Hawaiian or Other Pacific Islander (5)  

 FORMCHECKBOX 
Other (please specify) (6) ____________________________________________   

5.  Graduate education 

	Degree
	Year
	Specialty

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


6. Type of practitioner (check the one best answer) 

 FORMCHECKBOX 
General Practitioner (1)

 FORMCHECKBOX 
Oral/Maxillofacial Surgeon (2)

 FORMCHECKBOX 
Periodontist (3)

 FORMCHECKBOX 
Prosthodontist (4)

 FORMCHECKBOX 
Endodontist (5)

 FORMCHECKBOX 
Pediatric Dentist (6) 

 FORMCHECKBOX 
Orthodontist (7)

 FORMCHECKBOX 
Other (please specify) (8)________________________________________________

7. Professional dental memberships (current)
	A. US Associations (national or state)
	Member
	Year  joined

	
	yes
	no 
	

	a) ADA 
	
	
	

	b) Academy of General Dentistry
	
	
	

	c) AADR/IADR
	
	
	

	d) Am Acad Cosmetic Dentistry
	
	
	

	e) Am Acad Pediatric Dentistry
	
	
	

	f) Am Acad Periodontology
	
	
	

	g) Am Acad Restorative Dentistry
	
	
	

	h) Am Assoc Endodontists
	
	
	

	i) Am Assoc Orthodontists
	
	
	

	j) Am Assoc Public Health Dentists
	
	
	

	k) Am Coll Dentists
	
	
	

	l) Am Coll Prosthodontics
	
	
	

	m) Other:
	
	
	

	
	
	
	

	
	
	
	

	n) APHA
	
	
	


	B. Scandinavian Associations
	Member
	Year joined

	
	yes
	no
	

	a) Tandlægernes Nye Landsforening
	
	
	

	b) Dansk Tandlægeforening 
	
	
	

	c) Den norske tannlegeforening
	
	
	

	d) Sveriges Tandläkarförbund 
	
	
	

	e) Other:
	
	
	

	f ) Other:
	
	
	


8. In what year did you join DBPRN? 
 FORMCHECKBOX 
2004
 FORMCHECKBOX 
2005  
 FORMCHECKBOX 
2006  
 FORMCHECKBOX 
2007  
 FORMCHECKBOX 
2008

9.    How many, if any, non-dentists in your practice are trained to support your DPBRN

       
research activities?  _______

10.  How many, if any, trained research support staff have left your practice since you  
began DPBRN research activities? _______

11.  Has turnover of research support staff been a problem for your practice? 



                   ____yes (1)
____no (0)

12 A. Which is your DPBRN region? (check the one best answer)

_____ a) Alabama, Mississippi

_____ b) Florida, Georgia
_____ c) Minnesota
_____ d) Washington, Oregon (Northwest/Permanente Dental Associates) 

______e) Scandinavia

12 B. Participation in DBPRN
	Since joining DPBRN, …
	Yes
	No

	A. I  submitted at least one research idea
	
	

	B. at least one of my research ideas was reviewed at some level
	
	

	C. at least one of my research ideas was developed into a study
	
	

	D. I contributed to the development of a protocol (this could occur by phone or email or at a committee meeting or an annual meeting)
	
	

	E. I logged onto the DBPRN website at least once monthly
	
	

	F. I attended at least one annual meeting, not counting the 2008 meeting
	
	

	G. I participated in at least one committee meeting (by phone or in person)
	
	

	H. I subscribed to a peer-reviewed oral health journal for the first time 
	
	

	I.  I attended a national oral health research conference for the first time
	
	


13. Checklist of non-clinical professional activity from 2000 – 2008.

For items A - L, please place a check in the box to indicate participation during the five years prior to the establishment of DPBRN (2000-2004) and then for each year since the establishment of DPBRN.  For items M and N, please enter the number of continuing education hours (CDE, CME, CE) you completed during the indicated times; estimate as needed.

	ACTIVITY
	2000-2004
	2005
	2006
	2007
	2008

	A. Received funding for education or training from a government source, such as NIDCR
	
	
	
	
	

	
	
	
	
	
	

	B. Received funding for research from a government source, such as NIDCR, but not as part of my involvement in DPBRN
	
	
	
	
	

	C. Received funding for research as part of my involvement in DPBRN
	NA
	
	
	
	

	
	
	
	
	
	

	D. Taught in a dental or medical school as a full-time, tenure-track or tenured faculty member
	
	
	
	
	

	E. Taught in a dental or medical school as an adjunct, clinical, or part-time faculty member
	
	
	
	
	

	F. Served as a  community preceptor for dental students, interns, or fellows
	
	
	
	
	

	G. Gave lectures or presentations where CE, CDE, or CME credits were awarded to participants
	
	
	
	
	

	H. Participated in a local dental study group
	
	
	
	
	

	
	
	
	
	
	

	I. Presented a research poster or paper (any position of authorship) at a professional meeting
	
	
	
	
	

	J. Presented a non-research poster or paper (any position of authorship) at a professional meeting
	
	
	
	
	

	
	
	
	
	
	

	K Published in an oral health peer-reviewed journal as the first author
	
	
	
	
	

	L. Published in an oral health peer-reviewed journal as a co-author
	
	
	
	
	

	
	
	
	
	
	

	M. # continuing education hours completed  

(not sponsored by DPBRN) 
	
	
	
	
	

	N. # continuing education hours completed   

(sponsored by DPBRN)
	NA
	
	
	
	


14. Please indicate your agreement or disagreement with each of the following statements by circling one number in each row.

	My participation in DPBRN …


	Strongly  

Agree 
	Agree 
	Disagree 
	Strongly

Disagree 

	a) Promotes and builds my practice
	1
	2
	3
	4

	b) Enhances my communication with patients
	1
	2
	3
	4

	c) Increases my use of informed consent 
for non-research procedures
	1
	2
	3
	4

	d) Presents a conflict of interest with my patients
	4
	3
	2
	1

	e) Introduces new standards or QA/QI into my practice
	1
	2
	3
	4

	f) Improves my technical skills in practice area studied
	1
	2
	3
	4

	g) Improves logistics of daily clinical operations
	1
	2
	3
	4

	h) Leads to loss of my income caused by research time
	4
	3
	2
	1

	i) Increases collegial interactions with research colleagues
	1
	2
	3
	4

	j) Facilitates critical reading of dental research literature
	1
	2
	3
	4

	k) Satisfies my intellectual curiosity
	1
	2
	3
	4


15. Adoption of JADA Guidelines in daily practice

Following are three examples of evidence-based guidelines that could be adopted by dentists.  Please indicate by placing a check in the yes or no box if you are familiar with each guideline and if you have implemented it into your practice. Write in any comments you wish to make.

A. Evidence-based clinical recommendations for professionally applied topical fluoride (2008)

(1) I am familiar with this guideline. 


 FORMCHECKBOX 
 Yes (1)
 FORMCHECKBOX 
 No (0)
(2) I have implemented this guideline into my practice.
 FORMCHECKBOX 
 Yes (1)
 FORMCHECKBOX 
 No (0)
Comments about this guideline. ________________________________________
B. Evidence-based clinical recommendations regarding pit-and-fissure sealants (2008)

(1) I am familiar with this guideline. 


 FORMCHECKBOX 
 Yes (1)
 FORMCHECKBOX 
 No (0)
(2) I have implemented this guideline into my practice.     FORMCHECKBOX 
 Yes (1)
 FORMCHECKBOX 
 No (0)
Comments about this guideline. ________________________________________
C. Prevention of infective endocarditis: Guidelines from the American Heart Association (2007)

(1) I am familiar with this guideline. 


 FORMCHECKBOX 
 Yes (1)
 FORMCHECKBOX 
 No (0)
(2) I have implemented this guideline into my practice.     FORMCHECKBOX 
 Yes (1)
 FORMCHECKBOX 
 No (0)
Comments about this guideline. ___________________________________________
16. Now we would like for you to consider each study in the DPBRN portfolio.  For each study, circle one number on the left of the study topic and one number on the right.  On the left of the study title, give us your opinion of the clinical relevance of the study to your practice.  Then give us your opinion about the likelihood that the study will lead to changes in other community practices in the United States or Scandinavia.

	Relevance to your practice
	Study Topic (see title list)
	Likelihood of changing other practices 

	No possible effect
	mild
	moderate
	major
	Will change

practice
	
	No possible effect
	mild
	moderate
	major
	Will change

practices

	1
	2
	3
	4
	5
	1 Caries
	1
	2
	3
	4
	5

	1
	2
	3
	4
	5
	2 1st restoration
	1
	2
	3
	4
	5

	1
	2
	3
	4
	5
	3 Replacement, repair of restorations
	1
	2
	3
	4
	5

	1
	2
	3
	4
	5
	4 Patient satisfaction, restorations
	1
	2
	3
	4
	5

	1
	2
	3
	4
	5
	5 Longitudinal study of restorations
	1
	2
	3
	4
	5

	1
	2
	3
	4
	5
	6 Occlusal caries
	1
	2
	3
	4
	5

	1
	2
	3
	4
	5
	7 Trans-PBRN,

osteonecrosis
	1
	2
	3
	4
	5

	1
	2
	3
	4
	5
	12 Retrospective cohort, osteonecrosis
	1
	2
	3
	4
	5


List of studies by full title

DPBRN Study 1: Assessment of caries diagnosis and caries treatment

DBPRN Study 2: Reasons for placing the first restoration on permanent tooth structures

DBPRN Study 3: Reasons for replacement or repair of dental restorations

DBPRN Study 4: Patient satisfaction with dental restorations

DBPRN Study 5: Longitudinal study of dental restorations

DBPRN Study 6: Questionable occlusal caries lesions

DBPRN Study 7: Trans-PBRN study of ostenecrosis of the jaws

DBPRN Study 12: Retrospective cohort study of osteonecrosis of the jaws

17.  What has been the biggest challenge for you in conducting research in your practice?

18.  What has been the biggest reward for you in conducting research in your practice?

THANK YOU
National Institute of Dental and Craniofacial Research

Evaluation of the Dental Practice-based Research Network Program

2008 Survey for PEARL Practitioner-Investigators
Instructions: Your experiences and opinions about PEARL are important to the evaluation, and we appreciate your completion of this survey. It will take you about 30 minutes to complete.  The survey is voluntary and anonymous and no personally identifying information is requested.  If you have questions or comments about PEARL, the survey, or the evaluation, please contact the NIDCR Evaluation Officer, Sue Hamann, at 301-594-4849 or sue.hamann@nih.gov.

1. What is your gender?   FORMCHECKBOX 
Female (1) 
 FORMCHECKBOX 
Male (0) 

2.  What is your age in years today? _______________  

3. Are you of Hispanic or Latino origin?  FORMCHECKBOX 
Yes (1) 
 FORMCHECKBOX 
No (0) 

4. What is your racial identification? (check the one best answer)

 FORMCHECKBOX 
White (1)

 FORMCHECKBOX 
Black or African-American (2) 

 FORMCHECKBOX 
American Indian or Alaska Native (3) 

 FORMCHECKBOX 
Asian (4) 

 FORMCHECKBOX 
Native Hawaiian or Other Pacific Islander (5)  

 FORMCHECKBOX 
Other (please specify) (6) ____________________________________________   

5.  Graduate education 

	Degree
	Year
	Specialty

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


6. Type of practitioner (check the one best answer) 

 FORMCHECKBOX 
General Practitioner (1)

 FORMCHECKBOX 
Oral/Maxillofacial Surgeon (2)

 FORMCHECKBOX 
Periodontist (3)

 FORMCHECKBOX 
Prosthodontist (4)

 FORMCHECKBOX 
Endodontist (5)

 FORMCHECKBOX 
Pediatric Dentist (6) 

 FORMCHECKBOX 
Orthodontist (7)

 FORMCHECKBOX 
Other (please specify) (8)________________________________________________

7. Professional dental memberships (current)
	Association (national or state)
	Member
	Yr  joined

	
	Yes
	No
	Yes
	No

	(a) ADA 
	
	
	
	

	(b) Academy of General Dentistry
	
	
	
	

	(c) AADR/IADR
	
	
	
	

	(d) Am Acad Cosmetic Dentistry
	
	
	
	

	(e) Am Acad Pediatric Dentistry
	
	
	
	

	(f) Am Acad Periodontology
	
	
	
	

	(g) Am Acad Restorative Dentistry
	
	
	
	

	(h) Am Assoc Endodontists
	
	
	
	

	(i) Am Assoc Orthodontists
	
	
	
	

	(j) Am Assoc Public Health Dentists
	
	
	
	

	(k) Am Coll Dentists
	
	
	
	

	(l) Am Coll Prosthodontics
	
	
	
	

	(m) Other:
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	(n) APHA
	
	
	
	


8. In what year did you join PEARL? 
 FORMCHECKBOX 
2004
 FORMCHECKBOX 
2005  
 FORMCHECKBOX 
2006  
 FORMCHECKBOX 
2007  
 FORMCHECKBOX 
2008

9.    How many, if any, PEARL-trained PRCs are in your practice?  _______

10.  How many PEARL-trained PRCs have left your practice? _______

11.  Has turnover of PRCs been a problem for your practice? ____yes
____no

12. Participation in PEARL
	Since joining PEARL, …
	Yes
	No

	A. I  submitted at least one research idea
	
	

	B. at least one of my research ideas was reviewed at some level
	
	

	C. at least one of my ideas was developed into a study
	
	

	D. I contributed to the development of a protocol
	
	

	E. I logged onto the PEARL website at least once monthly
	
	

	F. I attended at least one annual meeting, not counting the 2008 meeting
	
	

	G. I participated in at least one committee meeting (by phone or in person)
	
	

	H. I subscribed to a peer-reviewed oral health journal for the first time 
	
	

	I.  I attended a national oral health research conference for the first time
	
	


13. Checklist of non-clinical professional activity from 2000 – 2008.

For items A - L, please place a check in the box to indicate participation during the five years prior to the establishment of PEARL (2000-2004) and then for each year since the establishment of PEARL.  For items M and N, please enter the number of continuing education hours (CDE, CME, CE) you completed during the indicated times; estimate as needed.

	ACTIVITY
	2000-2004
	2005
	2006
	2007
	2008

	A. Received funding for education or training from a federal source, such as NIDCR
	
	
	
	
	

	
	
	
	
	
	

	B. Received funding for research from a federal source, such as NIDCR, but not as part of my involvement in PEARL
	
	
	
	
	

	C. Received funding for research as part of my involvement in PEARL
	NA
	
	
	
	

	
	
	
	
	
	

	D. Taught in a dental or medical school as a full-time, tenure-track or tenured faculty member
	
	
	
	
	

	E. Taught in a dental or medical school as an adjunct, clinical, or part-time faculty member
	
	
	
	
	

	F. Served as a  community preceptor for dental students, interns, or fellows
	
	
	
	
	

	G. Gave lectures or presentations where CE, CDE, or CME credits were awarded to participants
	
	
	
	
	

	H. Participated in local dental study group
	
	
	
	
	

	
	
	
	
	
	

	I. Presented research poster or research paper (any position of authorship) at professional meeting
	
	
	
	
	

	J. Presented non- research poster or paper (any position of authorship) at professional meeting
	
	
	
	
	

	
	
	
	
	
	

	K Published in oral health peer-reviewed journal as the first author
	
	
	
	
	

	L. Published in oral health peer-reviewed journal as a co- author
	
	
	
	
	

	
	
	
	
	
	

	M. # continuing education hours completed  

(not sponsored by PEARL) 
	
	
	
	
	

	N. # continuing education hours completed   

(sponsored by PEARL)
	NA
	
	
	
	


14. Please indicate your agreement or disagreement with each of the following statements by checking one box in each row.

	My participation in PEARL …


	Strongly  

Agree (1) 
	Agree (2)
	Disagree (3)
	Strongly

Disagree (4)

	(a) Promotes and builds my practice
	
	
	
	

	(b) Enhances my communication with patients
	
	
	
	

	I  (c) Increases my use of informed consent 
for non-research procedures
	
	
	
	

	(d) Presents a conflict of interest with my patients
	
	
	
	

	(e) Introduces new standards or QA/QI into my practice
	
	
	
	

	(f) Improves my technical skills in practice area studied
	
	
	
	

	(g) Improves logistics of daily clinical operations
	
	
	
	

	(h) Leads to loss of my income caused by research time
	
	
	
	

	(i) Increases collegial interactions with research colleagues
	
	
	
	

	   (j) Facilitates critical reading of dental research 
literature
	
	
	
	

	(k) Satisfies my intellectual curiosity
	
	
	
	


15. Adoption of JADA Guidelines in daily practice

Following are three examples of evidence-based guidelines that could be adopted by dentists.  Please indicate by placing a check in the yes/no box if you are familiar with each guideline and if you have implemented it into your practice. Write in any comments you wish to make.

A. Evidence-based clinical recommendations for professionally applied topical fluoride (2008)

(1) I am familiar with this guideline.   FORMCHECKBOX 
 Yes (1)
 FORMCHECKBOX 
 No (0)
(2) I have implemented this guideline into my practice.  FORMCHECKBOX 
 Yes (1)
 FORMCHECKBOX 
 No (0)
Comments about this guideline. ________________________________________
B. Evidence-based clinical recommendations regarding pit-and-fissure sealants (2008)

(1) I am familiar with this guideline.  FORMCHECKBOX 
 Yes (1)
 FORMCHECKBOX 
 No (0)
(2) I have implemented this guideline into my practice.  FORMCHECKBOX 
 Yes (1)
 FORMCHECKBOX 
 No (0)
Comments about this guideline. ________________________________________
C. Prevention of infective endocarditis: Guidelines from the American Heart Association (2007)

(1) I am familiar with this guideline.  FORMCHECKBOX 
 Yes (1)
 FORMCHECKBOX 
 No (0)
(2) I have implemented this guideline into my practice.  FORMCHECKBOX 
 Yes (1)
 FORMCHECKBOX 
 No (0)
Comments about this guideline. ___________________________________________
16. Now we would like for you to consider each study in the PEARL portfolio.  For each study, circle one number on the left of the study topic and one number on the right.  On the left of the study title, give us your opinion of the clinical relevance of the study to your practice.  Then give us your opinion about the likelihood that the study will lead to changes in other community practices in the United States.

	Relevance to your practice
	Study Topic (see title list)
	Likelihood of changing other practices 

	No possible effect
	mild
	moderate
	major
	Will change

practice
	
	No possible effect
	mild
	moderate
	major
	Will change

practices

	1
	2
	3
	4
	5
	(a) Deep caries survey
	1
	2
	3
	4
	5

	1
	2
	3
	4
	5
	(b) Post-op

hyper-

sensitivity
	1
	2
	3
	4
	5

	1
	2
	3
	4
	5
	(c) Jaw osteo-necrosis
	1
	2
	3
	4
	5

	1
	2
	3
	4
	5
	(d) Complete vs partial removal of deep caries
	1
	2
	3
	4
	5

	1
	2
	3
	4
	5
	(e) Endodontic

outcomes
	1
	2
	3
	4
	5

	1
	2
	3
	4
	5
	(f) Analgesia
	1
	2
	3
	4
	5


List of studies by full title

PRL0501:  Deep caries treatment survey 

PRL0602:  Post-operative hypersensitivity

PRL0603:  Trans-PBRN case-control study of osteonecrosis of the jaws

PRL0604:  Complete vs partial removal of deep caries: A comparison study of treatment 
 

outcomes 

PRL0705:  Endodontic treatment outcomes

PRL0706:  Analgesic use and effectiveness 

17.  What has been the biggest challenge for you in conducting research in your practice?

18.  What has been the biggest reward for you in conducting research in your practice?
THANK YOU
National Institute of Dental and Craniofacial Research

Evaluation of the Dental Practice-based Research Network Program

2008 Focus Group Interview
with DBPRN Regional Coordinators and Data Coordinators

A. 
INTRODUCTION to the evaluation and the focus group



Evaluation – formative, required at Year 4



Over arching evaluation questions

1. How likely is the achievement of the original NIDCR program goals? (change in community practices)

2. How has research capacity of individual Practitioner-Investigators been influenced by membership in the PBRN?  
3. How well designed and conducted are PBRN studies?  


Soundness of the science – Purpose of the focus group today



QA Plan



Training



Issues and trends revealed in site visits and monitoring visits



Strengths and challenges


Focus group structure



Homogeneous group



Focus on only a few questions



Detailed discussions


Confidentiality of information



Majority and minority opinions count



Can call me in confidence – HAND OUT BUSINESS CARDS

B. 
AROUND THE ROOM

C. 
WHAT DO YOU DO?


WHAT HAVE YOU SEEN?


WHAT HAVE YOU DONE WITH WHAT YOU HAVE SEEN?

Components of QA Plan


A. Eligibility determination

B. Introduction of study to patients

C. Informed consent conversations

D. Signing consent forms

E. Patient follow-up

F. Data collection from charts

G. Administering interviews or surveys

H. Data entry

I.  Data verification
Please consider each study in the DPBRN portfolio.  For each study, circle one number on the left of the study topic and one number on the right.  On the left of the study title, give us your opinion of the clinical relevance of the study to your practice.  Then give us your opinion about the likelihood that the study will lead to changes in other community practices in the United States or Scandinavia.

	Relevance to your practice
	Study Topic (see title list)
	Likelihood of changing other practices 

	No possible effect
	mild
	moderate
	major
	Will change

practice
	
	No possible effect
	mild
	moderate
	major
	Will change

practices

	1
	2
	3
	4
	5
	(a) Caries
	1
	2
	3
	4
	5

	1
	2
	3
	4
	5
	(b) 1st restoration
	1
	2
	3
	4
	5

	1
	2
	3
	4
	5
	(c)Replacement, repair of restorations
	1
	2
	3
	4
	5

	1
	2
	3
	4
	5
	(d) Patient satisfaction, restorations
	1
	2
	3
	4
	5

	1
	2
	3
	4
	5
	(e) Longitudinal study of restorations
	1
	2
	3
	4
	5

	1
	2
	3
	4
	5
	(f) Occlusal caries
	1
	2
	3
	4
	5

	1
	2
	3
	4
	5
	(g) Trans-PBRN,

osteonecrosis
	1
	2
	3
	4
	5

	1
	2
	3
	4
	5
	(h) Retrospective cohort, osteonecrosis
	1
	2
	3
	4
	5


List of studies by full title

DPBRN Study 1: Assessment of caries diagnosis and caries treatment

DBPRN Study 2: Reasons for placing the first restoration on permanent tooth structures

DBPRN Study 3: Reasons for replacement or repair of dental restorations

DBPRN Study 4: Patient satisfaction with dental restorations

DBPRN Study 5: Longitudinal study of dental restorations

DBPRN Study 6: Questionable occlusal caries lesions

DBPRN Study 7: Trans-PBRN study of osteonecrosis of the jaws

DBPRN Study 12: Retrospective cohort study of osteonecrosis of the jaws

National Institute of Dental and Craniofacial Research

Evaluation of the Dental Practice-based Research Network Program

2008 Survey for PEARL Practice-Research Coordinators

Instructions: Your experiences and opinions about PEARL are important to the evaluation, and we appreciate your completion of this survey. It will take you about 30 minutes to complete.  The survey is voluntary and anonymous and no personally identifying information is requested.  If you have questions or comments about PEARL, the survey, or the evaluation, please contact the NIDCR Evaluation Officer, Sue Hamann, at 301-594-4849 or sue.hamann@nih.gov.

1. What is your gender?  FORMCHECKBOX 
Female (1)  FORMCHECKBOX 
Male (0)
2.  What is your age in years today? _______________  

3. Are you of Hispanic or Latino origin?  FORMCHECKBOX 
Yes (1)   FORMCHECKBOX 
No (0)
4. What is your racial identification? (check the one best answer)

 FORMCHECKBOX 
 White (1)

 FORMCHECKBOX 
 Black or African-American (2)

 FORMCHECKBOX 
 American Indian or Alaska Native (3)

 FORMCHECKBOX 
 Asian (4)

 FORMCHECKBOX 
 Native Hawaiian or Other Pacific Islander (5)

 FORMCHECKBOX 
 Other (please specify) (6)

5.  Undergraduate, graduate, or certificate training (not provided by PEARL)
  
	Degree or certificate
	Year
	Major, program, or specialty area                         

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


6. Current job title (Check the one best answer)

 FORMCHECKBOX 
  Hygienist (1) 
 FORMCHECKBOX 
  Receptionist (2)
 FORMCHECKBOX 
  Assistant (3)
 FORMCHECKBOX 
  Other (4)
7.  How many hours per week do you usually work? (Check the one best answer)

      FORMCHECKBOX 

Less than 16 hours (1)
      FORMCHECKBOX 

17-31 hours (2) 
      FORMCHECKBOX 

32 - 40 hours (3)
8. Type of practice in which you work (check the one best answer) 
 FORMCHECKBOX 
 General Practitioner (1)

 FORMCHECKBOX 
 Oral/Maxillofacial Surgeon (2)
 FORMCHECKBOX 
 Periodontist (3)
 FORMCHECKBOX 
 Prosthodontist (4)
 FORMCHECKBOX 
 Endodontist (5)
 FORMCHECKBOX 
 Pediatric Dentist (6)
 FORMCHECKBOX 
 Orthodontist (7)
 FORMCHECKBOX 
 Other (please specify) (8) ________________________________________________

9. Please describe any research experience you had prior to participating in PEARL.  If you have none, just write NA on the line.
Current practice

Other practices 

________________________________________________________________________

10.  Please estimate as carefully as you can the average number of hours per week you devoted to PEARL-sponsored research during the last 4 work weeks: 
_____________  hours per week

Comments: 
________________________________________________

________________________________________________
11. Including you, how many PEARL-trained PRCs are in your practice?  _______

12.  How many PEARL-trained PRCs have left your practice? _______

13.  Has turnover of PRCs been a problem for your practice? ____yes
____no

14. Formal training provided for you or required by PEARL

	
	Teacher 

present
	Self-study

electronic
	Self-study

paper
	# CE credits

received

	Good Clinical Practices
	
	
	
	

	Protection of Human Participants
	
	
	
	

	CITI Tutorial
	
	
	
	

	Other:
	
	
	
	


Comments ___________________________________________________________

_____________________________________________________________________
15. Please indicate your agreement or disagreement with each of the following statements by checking one box for each statement.  Then indicate with a check in the yes/no boxes whether you wish to receive additional training or guidance on this topic.

	
	      Agreement with each statement
	More training     desired ?

	Study procedures are efficiently integrated into our day-to-day practice for …
	Strongly 

agree
	Agree
	Disagree
	Strongly disagree
	yes
	no

	A. Eligibility determination
	
	
	
	
	
	

	B. Introduction of study to patients
	
	
	
	
	
	

	C. Informed consent conversations
	
	
	
	
	
	

	D. Signing consent forms
	
	
	
	
	
	

	E. Patient follow-up
	
	
	
	
	
	

	F. Data collection from charts
	
	
	
	
	
	

	G. Administering interviews or surveys
	
	
	
	
	
	

	H. Data entry
	
	
	
	
	
	

	I.  Data verification
	
	
	
	
	
	


Comments:   ____________________________________________________

_______________________________________________________________
16.  Participation in PEARL

	Since joining PEARL,  have you …
	Yes
	No

	A. participated in at least one PRC monthly lunch and learn teleconference?
	
	

	B. attended at least one site training visit by the PEARL CRA?
	
	

	C. changed office practices to implement a PEARL study?
	
	

	D. logged onto the PEARL website at least once monthly for non-data entry reasons?
	
	

	E. attended at least one annual meeting, not including the 2008 meeting?
	
	

	F. increased your reading of peer-reviewed oral health journal(s)?
	
	

	G. attended a national oral health conference for the first time?
	
	


Comments:   ____________________________________________________

_______________________________________________________________
17. Now we would like for you to consider each study in the PEARL portfolio.  For each study, circle one number on the left and one number in the right.  On the left of the study title, give us your opinion of the clinical relevance of the study to your practice.  Then give us your opinion about the likelihood that the study will lead to changes in other community practices in the United States.  If you are not familiar with a specific study, just write “NA” anywhere in the row.

	Relevance to your practice
	Study Topic (see title list)
	Likelihood of changing other practices 

	No possible effect
	mild
	moderate
	major
	Will change

practice
	
	No possible effect
	mild
	moderate
	major
	Will change

practices

	1
	2
	3
	4
	5
	Deep caries survey
	1
	2
	3
	4
	5

	1
	2
	3
	4
	5
	Post-op

hyper-

sensitivity
	1
	2
	3
	4
	5

	1
	2
	3
	4
	5
	Jaw osteo-necrosis
	1
	2
	3
	4
	5

	1
	2
	3
	4
	5
	Complete vs partial removal of deep caries
	1
	2
	3
	4
	5

	1
	2
	3
	4
	5
	Endodontic

outcomes
	1
	2
	3
	4
	5

	1
	2
	3
	4
	5
	Analgesia
	1
	2
	3
	4
	5


List of studies by full title

PRL0501:  Deep caries treatment survey 

PRL0602:  Post-operative hypersensitivity

PRL0603:  Trans-PBRN case-control study of osteonecrosis of the jaws

PRL0604:  Complete vs partial removal of deep caries: A comparison study of treatment outcomes 

PRL0705:  Endodontic treatment outcomes

PRL0706:   Analgesic use and effectiveness

18.  What has been the most frustrating aspect of being a Practice Research Coordinator?

19.  What has been the most satisfying aspect of being a Practice Research Coordinator?

THANK YOU

National Institute of Dental and Craniofacial Research

Evaluation of the Dental Practice-based Research Network Program

2008 Focus Group Interview
with PRECEDENT Regional Coordinators and Study Managers
A. 
INTRODUCTION to the evaluation and the focus group



Evaluation – formative, required at Year 4



Over arching evaluation questions

1. How likely is the achievement of the original NIDCR program goals? (change in community practices)

2. How has research capacity of individual Practitioner-Investigators been influenced by membership in the PBRN?  
3. How well designed and conducted are PBRN studies?  


Soundness of the science – Purpose of the focus group today



QA Plan



Training



Issues and trends revealed in site visits and monitoring visits



Strengths and challenges


Focus group structure



Homogeneous group



Focus on only a few questions



Detailed discussions


Confidentiality of information



Majority and minority opinions count



Can call me in confidence – HAND OUT BUSINESS CARDS

B. 
AROUND THE ROOM

C.  
QA PLAN


A. Eligibility determination

B. Introduction of study to patients

C. Informed consent conversations

D. Signing consent forms

E. Patient follow-up

F. Data collection from charts

G. Administering interviews or surveys

H. Data entry

I.  Data verification
D. 
Methodological challenges in STUDY 1

i.
Randomization procedure (appointment schedule and walk-in)

ii. 
Patient refusals, either by phone or in person (number of refusals, ask for log if 
it does not have patient names on it)

iii.
Consent process (including assent, translations)

iv.
Clinical judgments during chairside exam (review Part II topics)


(molar relationship, open bite, crowding, spacing, tooth movement procedure, 
night guard, facets, cold sores or canker sores, race, ethnicity)

v.
Extraction of data from patient chart (Review Part III topics re: missing data, 
ambiguous data)


(gingivitis, periodontal disease, oral cancer, oro-facial pain, full mouth probing, 


# teeth with pockets >3 mm, # teeth with pockets > 5 mm, endodontic treatment, 
pulpitis, pulpotomy or pulpectomy, missing teeth, dental prophylaxis, topical 
fluoride, sealant, new caries, treated caries)

vi. Authentication of the completed data form (errors, missing data)

E.
 BEST PRACTICES
National Institute of Dental and Craniofacial Research

Office of Science Policy and Analysis

Dental Practice-Based Research Networks

Interview Guide for Year 4 Evaluation: Network Chair

PBRN:   PEARL

Interviewer:  ______________________________

Date of interview:   _________________________

1. RFA process

2. Project implementation - administrative

3. Infrastructure (design, implementation, efficiency, effectiveness)


A. Leadership & Committees (Network Chair, Coordinating Center, 
Executive Committee, Protocol Review Committee, DSMB)

B. History and current relationship with CC


C. NIDCR involvement



Program Director



Annual Reports



Metrics

D. If re-issued, efficiencies in centralizing some functions, such as developing a written protocol and study manual; prioritizing study topics, etc.  

4. Practitioner-investigator involvement (SWOT)


recruitment


training


study management


dissemination


practice change

5. Selection of research topics – Did the study topics come from the field or were they part of the PI’s prior body of research? 

6. Strengths and challenges of the trans-PBRN study compared with site-initiated studies.

7. Given important findings from network studies, how will data-driven findings be translated into practice at PBRN practice sites and beyond (regions, dental schools, professional associations)?

8. Role of dental hygienists in networks.

9. How will you sustain the PBRN activities after NIDCR funding is over?

10. How is PBRN different from other research enterprises?  

11. What kinds of research are most appropriate for PBRNs?  Clinical research findings that could be translated into practice?  Clinical practice-based guidelines that could be implemented into practice?


Observational


Interventional


Clinical

12. How are the PBRNs going to contribute to oral health research and practice improvement?

13. What should Dr. Tabak report to Congress about the value of dental PBRNs?

To the public?  

National Institute of Dental and Craniofacial Research

Office of Science Policy and Analysis

Dental Practice-Based Research Networks

Interview Guide for Year 4 Evaluation: Coordinating Center PIs

PBRN:   DPBRN
PEARL
PRECEDENT

Interviewer:  ________________________

Date:   _____________________________

Section I

A. History of relationship with Network Chair institution (including decision to collaborate on PBRN project, the relationship between the Network Chair and the CC PI prior to the submission of their proposals, working relationship now, best practices in collaboration)

B. History of CC in managing clinical intervention studies? RCTs? Industry-sponsored studies?

C. Snapshot of staff and resources today: # of ftes, positions, space, etc. – as planned in RFA or different; organizational structure

D. Challenges and successes, work volumes (past, present, projected), organization and infrastructure (staff, tasks, resources), uniqueness of services in CC, additional tasks unforeseen

E. CRO vs academic CC

Section II. 

A. Regulatory functions


Develop informed consent procedures


Assist with IRB approvals (# of IRBs)


Arrange for meetings and conference calls of the DSMB


Conduct data analyses for the DSMB


Release of preliminary data (sample size requirement not met)


Establish an IRB for all of the participating practices

B. Quality assurance functions (corporate and as applied to each study)


QA components: Standards, training on standards, evaluation of performance


Reports on performance of participating practices

Section III. 

A. Best practices in the network in regard to electronic communication, research support, research training, and informatics

B. Applicability of standards to CC, such as CDISC, BRIDG

C. What improvements in IT were needed at the CC or practice sites?

D. Strengths and challenges of the trans-PBRN study compared with site-initiated studies

E. Satisfaction with NIDCR involvement


Program Director


Annual Reports


Metrics


Level of funding

F. If re-issued, are efficiencies possible in centralizing some functions, such as developing quality assurance standards, informatics standards, common DSMB, prioritizing study topics, training of site PIs and research support staff
G. What should Dr. Tabak report to Congress about the value of dental PBRNs?

To public?  



National Institute of Dental and Craniofacial Research

Office of Science Policy and Analysis

Dental Practice-Based Research Networks

Interview Guide: NIDCR Project Officer, Year 4 Evaluation

Interviewer:  _______________

Date:   ____________________

A designated NIDCR staff person will monitor subject recruitment and study progress, ensure disclosure of conflicts of interest and adherence to NIDCR policies, and serve on the Executive and Protocol Review Committees.” (p 3)  “…the named NIDCR staff person …will participate with and assist…the Executive Committee in routine performance monitoring of the entire study including matters of quality control within and among various components, and in the determination of inadequate patient recruitment or failure to comply with the protocol on the part of individual practitioner-investigators [and] the Executive Committee in prioritizing research topics for protocol development and review of protocols prior to submission to the Protocol Review Committee….” (RFA, p 9)

1. Establish extent of involvement (quality and quantity, formal and informal)


A. Meetings (site visits, annual meetings, meetings at NIDCR)


B. Reports



Annual Reports




Metrics - selection, utility, what info not requested would have 



been helpful?


C. Other communication issues – web sites, shared web, etc

D. Oversight (more, less, as expected)

2. Adequacy of RFA (How have things worked or what changes have been made, relative to the RFA?  What changes still need to be made?)


A. Organization (Network Chair, a Coordinating Center, Executive 
Committee, Protocol Review Committee, Monitoring Committee

B. Network development (recruitment, training, and participation of PIs)


C. Selection of research topics and research design (observational, non-clinical 
interventional, clinical), conduct of research, productivity

3. If re-issued, what changes?  efficiencies in centralizing some functions, such as developing a written protocol and study manual; prioritizing study topics; central IRB; central DSMB; more or less $$; mix of clinical and non-clinical research; Does volume of activity (current and projected) support three data coordinating centers?
4. Given important findings from network studies, how will data-driven findings be translated into practice at PBRN practice sites and beyond (regions, dental schools, professional associations, NIDCR/NIH strategic planning)? 
5. How do the PBRN projects compare to those of the rest of NIDCR’s clinical research portfolio?
6. Any problems with financial management by sites and oversight by NIDCR?

7. What interventions or guidance from the Project Officer have been made for project improvement or project compliance?
8. How is PBRN different from other research enterprises?  How are the PBRNs uniquely suited to conduct research?  What kinds of research are most appropriate for PBRNs?  

9.  Impact of program



A. Opportunities for oral health research and practice improvement



B. Threats - Areas of risk for NIDCR

10. Follow-up to evaluation discussions



A. Good practices workshop



B. DSMB delays



C. Clinical research guidelines



D. Expectations re # and type of studies

National Institute of Dental and Craniofacial Research

Office of Science Policy and Analysis

Dental Practice-Based Research Networks

Guided Interview for Year 4 Evaluation

Network Chair Project Managers or Project Directors

PBRN:   DPBRN
PEARL
PRECEDENT

Interviewer:  Hamann

Gehley

Date:   _____________________________

A. Day to day duties and responsibilities (ask for position description)

B. Recruitment of practitioner-investigators 

C. Annual meeting(s)

Confirm dates and attendance stats

Evaluation results (ask for summarized data)

Modifications based on evaluation results

D. Communication (type, frequency, duration, purpose)


1. Internal (PI and institution project staff)


2. With Coordinating Center


3. With practitioner-investigators


4. With NIDCR Program Officer


5. Other

E. Continuing dental education and training functions


1. Site practitioner-investigators


2. Research coordination and support staff at Chair’s institution


3. Site staff

F. Best practices in the network in regard to recruitment, annual meetings, continuing dental education, and research support

G. Challenges

H. Rewards

National Institute of Dental and Craniofacial Research

Office of Science Policy and Analysis

Dental Practice-Based Research Networks

Interview Guide for Year 4 Evaluation

Coordinating Center Managers or Project Directors

PBRN:   DPBRN
PEARL
PRECEDENT

Interviewer:  ________________________

Date:   _____________________________

A. Day to day duties and responsibilities (ask for position description)

B. Communication (type, frequency, duration, purpose)


1. Internal (CC staff and PI)


2. With Network Chair’s Office


3. With sites


4. With NIDCR Program Officer


5. Other

C. Quality assurance functions


1. QA components: Standards, training on standards, evaluation of performance


2.  Performance of participating practices

D. Education and training functions


1. CC staff


2. Research coordination and support staff at Chair’s institution


3. Site practitioner-investigators


4. Site staff

E. Best practices in the network in regard to electronic communication, research support, research training, and informatics

F. Challenges

G. Rewards

National Institute of Dental and Craniofacial Research

Office of Science Policy and Analysis

General Dental Practice-based Research Network Program: Year 4 Evaluation

Appendix 2: Summaries of Interviews and Surveys

Practitioner-investigator interviews at DBPRN sites



page 2

Practitioner-investigator interviews at PEARL sites



page 10

Practitioner-investigator interviews at PRECEDENT sites


page 22

Document reviews at DPBRN sites





page 32

Document reviews at PEARL sites





page 34

Document reviews at PRECEDENT sites




page 36

Practitioner-investigator surveys from DBPRN 2008 Annual Meeting
page 38

Practitioner-investigator surveys from PEARL 2008 Annual Meeting
page 41
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General Dental PBRN Program: Year 4 Evaluation 

Summary of DPBRN Practitioner-Investigator Interviews (N=9)

NOTE:  The interview questions are italicized, summaries are presented in normal font, and quotations appear in bold.  Permission to publish quotations has not been requested from the interviewees.
Section 1. Demographics, Education, and Research Experience
Practice locations 


Alabama – 9 

Year joined DPBRN 


2002  - 1; 2004  - 7;  2007 - 1

Demographics


Gender: 6 male, 3 Female


Age: Range 41-59, mean (sd): 48.6 (6.39), median 49.


Ethnicity: 0 Hispanic or Latino


Race: 8-White, 1-Asian

Graduate education:  DMD – 8; DDS – 1



Additional degrees: One JD, one MAGD

Practice type


All General Practitioners

Professional dental memberships


ADA, 9


Academy of General Dentistry, 6

Am Acad Cosmetic Dentistry, 1; ICCMO, 1; ALDA, 1; AADR/IADR, 1

Research training and experience prior to joining DPBRN 


None - 4


Undergraduate research experience - 2


Graduate research experience - 2


Research experience while in practice - 1

Interactions with NIH/NIDCR before joining DPBRN 


None – 7

NIH human resource study and online training course - 1


NIH Cariology Fellowship from 1987-1991 - 1

Section 2. Questions pertaining to Study 5: Longitudinal Study of Dental Restorations

Why did you decide to participate?

Relevance of topic to practice, n=9.

Representative comment follows.
Study 5 will give us a lot more information about Study 2, which opened more questions than it answered.  I’d like to know what kind of results people are getting with composites.  I wait for E2 stage but lots of people go ahead at E1, and I want to see how this works out.  The fluoride was recently taken out of our public water supply, so I am really interested in early decay. 
Is the topic of dental restorations one of your high priority issues?  

Yes, n=9.

Percent of observed restoration failures within 3 years in your practice?

Range, 0-10%; Average, < 5%, including temporary restorations placed in 
preparation for crowns. 

Your contributions to protocol development?

None, n=8.
One respondent made multiple contributions in regard to study design, consent process and forms, and data collection forms. 

Questions, concerns, comments about research questions, design, conduct, consent procedures, outcomes, reporting (what’s easy, what’s hard about the study)

Recall for annual observation

No problems were encountered by any of the interviewees.

One respondent apparently did not comply with the consecutive sampling plan. There can be some bias, for example, I was more apt to select people would understand the research and appreciate it and would do the follow-up visits.
Patient and tooth tracking

No problems, n=9. 
Representative comment follows.

The patient’s chart has a sticker on the outside that indicates the patient is part of a study, and there is also a sticker on the inside of the chart.  The chart itself indicates which tooth and which surface was restored.  The research data form also indicates the tooth and surface.

Transition from assenting to consenting participant


Not applicable, n=2


Not a problem, n=7  

Clinical judgments – easy or hard

All reported that the judgments were straightforward, although two reported that clarification was needed initially.  
Representative comments follow.

I found the clinical judgments very easy and I did not feel like anything was done out of the ordinary other than documenting. 

This is straightforward now, but at the beginning there seemed to be a conflict between Q2 and Q3.  I discussed this with the regional coordinator and she clarified the intentions of the questions for me. 

Modifications to staffing and scheduling to accommodate Study 5 

None, n=9

Selected comments: 

None needed.  It’s nice that the study fits into a general practice so easily.  It’s easy to accrue patients, easy to complete the paperwork, and easy to understand the study.  We receive lots of support for this study.  The charts are put together for us by the regional coordinator.  I’d get tired of foraging in the research files if I didn’t have research support staff. 

Now I do all the talking to the patients about the study.  I had a staff member who provided research support but she left (not because of the research), so now I do it all myself.  Everything is so well organized for me by the regional coordinator that it’s not hard for me to do it. 

 # hours PI and staff spent in preparation for Study 5


Range: 1-6 hours, average: 2.5 hours


Time spent was the same as or less than expected for all
# minutes PI and staff spent per accrued patient for Study 5


6 reported 30 minutes or less, 1 reported 2 hours


Time spent was the same as or less than expected for all
Section 3.  Discussion questions
Question: Do you see any differences between your role as a Practitioner and as a Practitioner-Investigator? What potential or realized conflicts exist between these two roles?  Processes for transition or initiation into your practice for research subjects versus non-research patients?

6 reported no differences. Most of these mentioned that the studies to date required no changes in treatments or procedures.  Representative comments follow.

There are no conflicts between the two roles.  The paperwork for the study is seamless and fits right into what we were already doing for our patients.  No processes were needed to transition into research, a couple of forms, most people were interested and excited to be a part of the project. 

The PI role supplements the practitioner role.  The practitioner is always looking at procedure, techniques, what and how things are done and trying to find ways to fix it.  As a PI, we are part of a group that looks at more important issues and assess whether it is something that I have done wrong or the materials we are using, or is it a systemic problem.  We are looking for someone to talk to and compare notes with on dental issues.  However, I don’t think there is a conflict between the two roles of a practitioner and PI.  As a practitioner you are always evaluated in your role. We have not been biased in selecting patients for this study.  We take the patients as they come in and do not single out anyone in the recruitment process.  
2 respondents indicated differences reflecting increased attention during a research visit.

Representative comment follows.
There is a fine line between the role of a practitioner and PI.  The practitioner wants to just get the job done and the PI thinks about the long-term consequences, consciously aware of the sensitivity, post-op sensitivity and what to look out for.  I was a little more meticulous in the PI role, hard not to have it affect you.  I am looking out for the bigger picture because this is a going to a study that can help and can be important for the research.  

Question: Has any research finding that you learned about in a journal or a conference or meeting ever led you to change some aspect of your clinical practice? 

Four reported changes: use of non-restorative materials, use of composites, monitoring patients at risk for ONJ, switch from amalgam to composites.
Where do you find persuasive information about research, new products, or new procedures? 

Summary: Peer-reviewed journals, trade publications that are independent of manufacturers, colleagues, personal experience, continuing education, newsletters.
Selected responses follow.

I don’t feel like I can trust the research that manufacturers have done.  I also do not like being the first person to try the products that come out on the market … I get about 20 journals a month….  I do like and read the Clinical Research Associate Journal (CRA) which is a newsletter. The CRA Journal does their own research on products and laboratory work.  They also do scientific research and periodically send out samples for the dentist to test.  We change materials or procedures on a regular basis as they improve and are proven with research. 
… there is a dental practice group in Provo, Utah, that conducts research on materials and they try to be independent of manufacturers.  They put out newsletters that are informative.  Newsletters and seminars are the most informative to me.  Most of the JADA journals are too clinical, too statistical. 

Question: Suppose that one of the PBRN studies results in a finding that might have clinical significance to everyday practice. How should DPBRN distribute the information?

Summary: Presentations and discussions at the Annual Meeting, short article in JADA, publication in peer-reviewed journal
What steps would you take to change your practice to reflect the new data? 

Summary: Assess applicability and proceed cautiously.  

Representative comment follows.


I would be willing to initiate some of the techniques or products on a limited basis, to see if I am getting the same results if the findings are good and then expand.  I would look into the findings first to make sure they are accurate before making any changes.  I would be more inclined to make changes if the results come from an RCT.

Question: What changes to your practice have you made based on DPBRN research results?  What practices have been affirmed by research results?

Two respondents indicated no changes or affirmations.

Six reported changes to procedures, materials, or patient education: 5 changed treatment for early caries. Changes reported by at least one practitioner related to post-operative sensitivity, amalgam use, patient education, and formocresol pulpotomy.  

A representative comment follows.

 The DBPRN Annual Meeting in Atlanta is the first time in 20 years of attending continuing education meetings that I actually came back on Monday and changed my practice.  Discussing topics, such as whether to restore or not, use fluoride or not, comparing practices, was important.  Since the meeting, I had a patient with an E2 cavity.  Before the meeting, I would have filled it; but I chose to do a sealant and home fluoride instead.  What was different for me was being able to sit with the group in the break out sessions and talk about things.  We had a very lively discussion because the topic was important and we were participating and not just listening. 

One respondent indicated that the use of DIAGNOdent was affirmed.

Question: What resources and support are required for you to conduct more complex research?

None, n=1

Not sure, n= 4
More training, n= 2

Increased support from regional coordinators, n=1

More staff, n=1

Question: Are there limits on the types of research that are most appropriate for your practice?

6 responded that there were no limitations.

Representative comment follows.

The sky is the limit.  This is a living laboratory.  I’ve been amazed at what has been learned in dentistry from the practices.  There is a lot to be learned from the real world of practicing dentists. I could do treatment comparisons or controlled studies. I could do randomized studies….  I could easily do evidence-based studies.  

3 identified limitations.  

Representative comments follow.
Doing a randomized treatment study would not be ethical for me because I want to do what is best for each patient.
The current studies are perfect.  I could participate in a study that tested a product if there were two equivalent treatment choices, but I would not do a study with a placebo arm.

Question: What would you like Dr. Larry Tabak, Director of the NIDCR, to know about the DPBRN project?  What should he tell Congress about it?  Taxpayers?


All respondents talked about the actual or potential for improving dental practices.  This potential was linked to the following:


PBRNS address research questions of interest to practitioners;


PBRN research is conducted under practice conditions;


PBRNs produce unbiased findings, compared with industry research;


PBRNs represent the entire country of practitioners;


Practicing dentists are enthusiastic about PBRNs.


Representative comments follow.

I have never been as drawn into something as enthusiastically as the DPBRN since dental school.  It was brought up to us that many of the things we do had not been tested in practices in an evidence-based manner. Sometimes what happens in labs is not the same as what happens in practices.  We can help a lot of people economically if we can identify the best products so that they become the norm; that could lower the price and establish a reimbursement rate for insurance companies.   


This type of grassroots research brings reliable findings and information to us effectively and quickly.  We improve our clinical procedures, protocols, daily clinical practice, and the quality of dental care we provide.  We are honored to participate with the elite research organizations (NIH, NIDCR, UAB) and answer the honor by giving the best of our talents to a quest that we believe in and hope to gain knowledge and experience and translate that into improved preventive protocols and dental care for our patients. 


One respondent noted that the PBRN program has strengthened the relationship between NIH and ADA.


One respondent discussed the economic benefits of the PBRNs:  The DPBRN is cost-effective.  Dentists have already invested heavily in our practices, and we already have a population of patients accrued.  Also, the DPBRN doesn’t have to spend much money in getting research findings out to the network. More effective treatments are more economical in the long run.  So we can help manage the increasing costs of dental care and improve patient satisfaction if we can find the least invasive, most effective, least costly treatment. The DPBRNs are a great resource, an accessible body of knowledge.


Comments relevant to satisfaction with DBPRN.
I am pleased, happy and everyone is courteous, brilliant, going above and beyond to make my part easy.  I have no complaints and hopefully I am contributing.  I would like to eventually know the results from this NIDCR/OSPA evaluation. 

It has been very positive for my practice to be part of DPBRN.  I placed information about the network on my outside sign.  Participation in DPBRN makes patients see my practice as state of the art, as cutting edge, and doing what is in their best interests. 

There is a huge amount of professionalism in the people who run the studies.  There are a lot of good people in place as regional coordinators.  What we are doing is not a replacement for hard science but it is practical research that will make practices better.  People will respond to our findings better than to a lot of statistics.  At the Annual Meeting, nobody fell asleep; they were all interested to see what the network did and how they compared.  In other seminars, people are telling you what to do, and that is not as persuasive. 

What really sold me on joining the network were the scenarios and pictures in 

Study 1.   I had agreed to the study and there was no pressure to join, but when I got those pictures, I was really interested and wanted to see how I would compare.  

I couldn’t wait to pull out my charts.  Those pictures are great.  I even use them as patient education, to show patients their own stage of decay.  That got me interested, and I immediately thought, “This would be helpful to me.”  I’ve enjoyed being a member of the network, and I’m not a big joiner.  The Annual Meeting in Atlanta was done well.  There is no downside to the DPBRN program.

Dentists practice on their own and don’t usually discuss their work with any other dentist after they finish dental school.  The DPBRN gives us a way to discuss our practices and learn from each other. I could not ask for anyone more helpful than the regional coordinator.  Any question I have, she can answer.  Anything I need, she will get it. 

The DPBRN answers my immediate concerns for daily clinical practice.  I see it improving daily clinical practice.  The DPBRN may also help mentor new dentists in building and improving their practices.  Through the DPBRN, we can improve the level of dental care and also answer other concerns of our patients. Until DPBRN, nobody ever asked me what needed to be researched.  We had no voice at all.
I can’t tell you how empowering it is to have a major research group, the NIDCR, involve us in research.  The DPBRN is the most important organization I belong to and the most important to continue.  This is the one organization that allows us to participate in research that takes us where we want to go.  Manufacturers offer financial incentives but have self-promoting biases.  DPBRN has no selfish agenda.  DPBRN is a great way for young dentists to build a practice and focus on good and effective dentistry as well as a way for older dentists to mentor and develop young dentists.  Presentation skills of practitioner-investigators have gone from zero to high.  I had never used Power Point before but now I even have music in my slides, and have personalized my own signature presentations.  Many studies, such as Study 2, were relatively easy once we reduced the paperwork.  My staff and I adapted easily to the protocol as we diagnosed and placed the restoration the same as we always did with the exception of consecutive patients.  My staff was actually sad when we completed the study and were begging for more.  

Comments relevant to DPBRN improvement

I feel in time, more data will come in and will be more helpful and meaningful. 

I don’t think they realize this research can go a whole lot of ways other than restorations, may need to look at good and bad materials and prep.  This study is a simple one and there is so much potential to do bigger studies. 

Sending the study results through the mail does not have the kind of impact as the discussions at the Annual Meeting.

NIDCR/Office of Science Policy and Analysis 

General Dental PBRN Program: Year 4 Evaluation 

Summary of PEARL Practitioner-Investigator Interviews (N=9)

NOTE:  The interview questions are italicized, summaries are presented in normal font, and quotations appear in bold.  Permission to publish quotations has not been requested from the interviewees.
Section 1. Demographics, Education, and Research Experience
Gender: 


7/9 (78%) Male; 2/9 (22%) Female   

Age in years:


range, 39-63; mean (sd), 51.6 (8.66); median 50 

Hispanic or Latino origin: 
89% (8/9) No; (1/9) 11% Yes

Racial identification: 

7/9 (78%) White; 2/9 (22%) Asian

Graduate education:  

4/9 (44%) have a DDS and 5/9 (56%) have a DMD






3/9 (33%) have additional degree (2 with master’s degrees and 1 





with Doctorate)
Type of practitioner:  

9/9 General Practitioner

Professional dental memberships: 





9/9 (100%) Academy of General Dentistry





8/9 (89%) ADA





2/9 (22%) ADEA 





1/9 (11%) AADR/IADR (joined in 2008)





One member each in 6 additional associations
Research training and experience prior to joining PEARL 

None, 1/9

5 had research experiences during graduate school.

2 were affiliated with the Bluestone Research Center at NYU prior to PEARL

1 worked at the NIH Clinical Center for 4 years before starting practice.

4 have significant professional involvement in addition to practice:

materials consultant for an independent trade journal; dental  product evaluator; 

ADA reviewer of case study assessments for national board exams; member of a local county Peer Review committee that reviews, mediates, and settles patient complaints about dental treatment received. 

Interactions with NIH/NIDCR before joining PEARL 

None, 7/9

One uses the NIDCR website for information for patients. 
One was an NIDR trainee for 3 summers and then a Clinical Center researcher for 4 years. 

Year joined:  2 in 2005; 5 in 2006; 1 in 2007; 1 in 2008

One was elected to the Executive Committee in 2008.
Section 2: Questions and Answers about Study 0705: 

Outcomes for Endodontic Treatment 
and Restoration of Teeth in General Dental Practice

Why did you decide to participate?

All but one perform endodontic treatments, from several weekly to 5 or more daily.  All were curious about success rates and other aspects of treatment.

Representative comments:

In general, I do a lot of endodontic treatment and have a lot of relevant data, so this study interests me.  In regard to the specific research question, there is a lot of debate among practitioners, especially about 3-5 year results.  Endodontic treatments are done under different circumstances.  Some dentists say, why bother with endodontics, why not just extract the tooth and do an implant?  If the current study shows that much endodontic treatment is unsuccessful, I would agree to do the implant. 

I am interested in the success rate of endodontic treatment.  I perform more endodontic treatment than the typical general practitioner, usually more than one endodontic procedure per day.  I also perform some endodontic procedures at the specialty level of care; I have the latest technology, the materials, the advanced training and the desire to treat my patients at this level.  As a clinician and a materials consultant, the decision making process for incorporating new materials, new techniques or new research data is difficult. 

This is a very interesting study.  There are many ways to do endodontic treatment and many ways to restore teeth.  There is nothing written by dentists about this, but there is information written by manufacturers.  That means there is expert opinion separate from the science.  When we put everyone’s experience together, we can make sense of it.  I do an endodontic treatment about five times weekly.  This study is a good way of checking what we were doing three to five years ago. We put together science with evidence. 

Your contributions to protocol development

None, 6/9

Design issues of the three who contributed follow: years of look back, retrospective versus prospective design, wording on dcfs, inclusion and exclusion criteria, and logistics. 

Questions, concerns, comments about study procedures 

i. Compliance with inclusion and exclusion criteria 
Typically, the first review is conducted by the PI and staff when preparing the daily cases or by the hygienist during the patient visit.  Then the PI would confirm compliance with the criteria.  

Respondents stated that the criteria were easy to judge, although one PI reported that the age limit was violated on several occasions early in the study.  

Representative comment:

I was responsible for assessing inclusion and exclusion criteria, reviewing the chart while the patient was in the chair.  I did a first review of the chart and then a more detailed review for anyone with endodontic treatment 3-5 years ago. The criteria helped me be more deliberate and more knowledgeable about my patient pool and learn more about my success rate, at least anecdotally.   
Satisfaction with the look back period of 3-5 years was observed for most respondents, although 

two disagreed.

Representative comment: 


I did think than 5-7 years is a more realistic time frame to determine outcomes because something could be going bad at three years without symptoms.

Most PIs questioned the age cap of 70 years.

Representative comments:

I disagreed with the age restriction.  People live longer now.  I often have patients in their 70s in my office having root canals … I am often making treatment decisions on 70-80 year olds.

We had some concern about limiting cases to people 70 and younger because we have patients in their 90s who are ok.

ii. Consent process 

In 4/9 sites, the PI handled the consent process and form.  In 5/9 sites, the staff managed the consent form, typically after the PI had explained the study. The initial consent form was less satisfactory than the second (shorter) version.  All knew about assent forms and the availability of translated forms.  One reported using translated forms.

Representative comment follows:

I would explain to the patient why we need the study and then I went through the consent form.  We started with the long version of the consent form.  I had to force them to read the whole thing, because they trusted me and did feel the need to read every word.  But I explained why it was important.  The short version of the consent form is much better, especially because, in this study, whatever has happened has happened (that is, they have already received the treatment) and the only thing we are doing is taking an x-ray. The long version led to more questions from patients, although the questions were more about their interest in the study than specific issues about the study. We did use some translated forms.


iii. Patient refusals

3 sites had no refusals.

4 sites had one refusal.

2 sites had more than 1 refusal.

Refusal reasons: extra x-ray, confidentiality, didn’t like Target gift card, didn’t like NYU.

iv. Clinical evaluation of index tooth 

About half of the PIs did the exam and then completed the data collection forms while the patient was still in the room.  About half did the exam but dictated the findings to an assistant as the exam was being done.

Representative comment:
This was not a problem.  The Practice Research Coordinator is with me in the room.  She reads out the variables, I do the exam, and I dictate the answer to her.  All the questions are clear. 

No major problems or concerns were reported, but one PI had minor dissatisfaction:
We had no real problems with these questions, but there were quite a few forms and some redundancy.  The study manual for the analgesics study is much clearer and more logical.  In regard to the restoration variable, some of the questions were relevant to the patient’s condition when the root canal was done and some questions were about the current condition, and this could be confusing.  
One PI apparently did not use the data collection form as the source document:
The procedure was that I did the exam, then wrote the notes, and later completed the data collection forms.  I did not always have the data collection forms in front of me while doing the exam.  

v. Radiographic assessment

No problems were reported.  Three PIs reported that they would not have done an x-ray at that time as part of their standard care, but they did not object to the x-ray,

One PI expressed concern about the external review of the radiograph: This was easy for me, but I wonder if the external reviewer will make the same assessment that I did.  I have more information than the person evaluating the post-op radiograph because I see the pre-op radiograph also.  Someone else might interpret extent of healing, for example, differently than I did. 

vi. Extraction of data from the patient chart

No problems were reported. 
vii. Collection of patient ratings

Patient ratings were collected in various ways, with assistance ranging from only an introduction to the forms while the patient is in the waiting area or the chair (While the patient is in the chair, waiting for the x-ray, he or she completes the questionnaires by reading them and filling in the answers.  I think they answer more honestly when they read and answer themselves rather than having one of us read the questions to them) to reading each question and explaining as needed  (I explained the importance of all the questions to the patients.  I answered any questions the patients had.  Depending on the patient, I would read the question and explain the intention; for example, I might say, this question is “just about the [index] tooth.”).  No problems were reported. 

Modifications to staffing and scheduling to accommodate Study 0705

3/9 respondents reported schedule modifications to lengthen the patient visit.

# hours PI and staff spent in preparation: 

Eight responses were documented.
Mean (sd):
6.8 (3.7)
Median:
8

Range:

1 – 10 

More time than expected: 2/8
As expected: 4/8
# minutes PI and staff spent per enrolled patient: 

Mean (sd):
21.1 (7.4)
Median:
20

Range:

10 – 30 

More than expected:
1/9

As expected: 5/9

Section 3.  Discussion questions and answers
Question: Do you perceive any differences between your role as a Practitioner and as a Practitioner-Investigator? What potential or realized conflicts of interest could exist between these two roles?  What processes for transition or initiation into your practice exist for research subjects versus non-research patients?

One respondent perceived a difference: Yes, the patient is different because I am trying to achieve a certain standard or ideal to meet the requirements of the study.  I’m trying to stay disciplined, to have the patient be a good participant in the study and have me be a good clinician.  There is a big learning curve in the beginning because this is very different.  
8/9 perceived no difference.  Elaborations to the answers advised that the type of study to be done (survey and chart reviews so far) and the practitioner-investigator’s relationship to industry were related to potential conflicts.

3/9 indicated wariness or reservations about studies that would include randomization to treatment but 6/9 stated they would participate in randomized treatment studies if the patients were guaranteed effective treatment with only a short delay.  

Representative comments follow.

I have no problem with randomization to treatment conditions but I think the patients will not be receptive.  Inclusion and exclusion criteria for a randomized study are tough, and the time range for some studies is restrictive.

For treatment studies, it would take time for me to find the patients.  I would have to select the patient for the treatment.  In regard to randomized studies, they might be good for patients who could not afford treatment but were willing to participate in research.  That is, some patients would like to have a procedure done but couldn’t afford it, so I could offer the study treatment at no or minimal cost.  

I don’t have a problem with random assignment to treatment but the patients will have to be sure that they will get a treatment that will work if the first treatment does not.  If all treatment modalities are equally viable, I could in good conscience offer a randomly determined treatment.  I would be able to talk with patients about their contributions to science but that they could lose 3-4 weeks in getting the most effective treatment. 

In regard to randomized treatment studies, I could participate as long as all the treatment options were within the standard of care.  We want to learn if one treatment is wrong so we can change to a better treatment. A randomized study is ok, as long as we are not doing anything experimental and we’re not doing any harm.

Question: Has any research finding that you learned since dental school led you to change your clinical practice? 
5/9 reported specific changes since dental school in use of materials or procedures.

What types of evidence are persuasive to you?

8/9 - Presentations and discussions at formal and informal meetings

8/9 - Science journals

3/9 - Learning from personal experience

1/9 (with 4/9 responding negatively) - Trade journals or trade conventions

Representative comments:

A good practitioner takes information from as many different sources as possible to make good decisions.  An important source is research, and I learn about it from journals and from continuing education.  I helped start a continuing education program at our local dental society.  Learning at the local level is good because dentists won’t want someone they’ve never met telling them what to do. 

Continuing dental education that includes data compilation is important to me.  The CRA Newsletter (now the Gordon Christensen Clinicians Report) has been very instrumental in helping me decide about materials and treatment.  I’ve developed relationships with some manufacturer’s representatives and believe in their products.  There are so many peer-reviewed journal articles. I read the conclusions first and that can become a source for me to find out more information.  

Changes that I have made include switching the equipment for root canals and offering veneers, but I was probably one of the last to offer veneers. I need scientific documentation, which I get through continuing education, peer-reviewed journals, and dental faculty who are on the cutting edge, to change my practice.  Research-based continuing education influences me but not proprietary continuing education.  Dentistry should be a science-based profession.  For me to change, I need to see the science.   

Question: Suppose that one of the PEARL studies results in a finding that you think has clinical significance in your everyday practice.  What steps would you take to change your practice to reflect the new data? What steps would you take to try to apply the finding more broadly?  

Only one PI responded to the first part of the questions and he stated that he would have to interpret the PEARL finding in the “context of existing data” before accepting it.

In terms of influencing other practitioners, seven respondents endorsed publication in scientific journals as the best way to disseminate research information.  Five endorsed PBRN Annual Meetings or other continuing education activities, including local study clubs.  Three endorsed newsletters, including internet postings, or presentations at national conferences such as AADR. 
Four spoke of the need for PEARL and the PBRN program to gain wider recognition, both to have more members and also to achieve credibility.

Representative comments follow.
We need support in the literature, support in the dental schools, and support from the financial side, meaning the manufacturers and the insurance companies.  It will be easier to get support in the literature and the dental schools than from the financial side, but we would have to have consent from the manufacturers and the insurance companies to be influential. 

This will be a challenge for the PBRNs and we need a little help.  As much as we try, no one understands what we are doing… we need to promote what we are doing.  We need to have a lot of dentists participate, but many dentists don’t know what it means to participate; they don’t understand that they could participate.  We will have to publish our results.  

Question:  What changes to your practice have you made based on PEARL research results?  

5/9 reported no changes.  2/9 reported becoming more reflective and more aware of good clinical practices.  4/9 reported specific changes: 2 reported changes in caries treatment (leaving some decay behind); 1 reported a decrease in the use of antibiotics following root canals, and 1 reported the use of a glass ionomer lining to decrease post-op hypersensitivity. 

Question: What resources and support are required for you to conduct more complex research?

5/9 indicated no need for additional resources or support. 

4/9 advised that additional training, such as training in protocol procedures and avoiding bias, would be needed.  2/9 endorsed increased involvement of the PEARL CRAs in the office. 2/9 wanted the study manuals to have more examples and be more comprehensive. 2/9 endorsed increased remuneration.

Representative comment:
For more complex studies, we would need increased training and the study manuals would need to include lots of how-to-do examples.  We would also need more support from PEARL, more visits to our office from PEARL.  I don’t know if PEARL has enough staff to visit more often, but we would need hands-on training in the office.  Finally, we would need more training time to understand the research results, and this would require remuneration.  Remuneration is not an issue for me for the current studies, but I wonder if this is a reason that some dentists did not join PEARL or the reason some practices are not very active in the network. 

Question: What types of research are most appropriate for your practice?

Four respondents reported no limits, given sufficient and specific training and low risk.

A representative comment follows: 

I do not see any limits on the kind of research we could do.  Of course we couldn’t participate in a study if we did not do the procedure or have the patients.  My relationship with Dr. Ship gave me a lot of encouragement about research, and our research will affect how dentistry is done.  I see cases where standardization of specific treatments or procedures would help improve practice. 

Three respondents endorsed chart review or survey studies.

The metrics could be limiting, but, in general, research with chart reviews is easiest for my practice.  I have no objection to testing guidelines or surveys. 

Three respondents had reservations about studies that might increase risk to the patient or change their standard practice.

Representative comments follow.

There are some research questions better evaluated in a dental school or hospital setting than a private practice.  If a technique, material, or procedure has adverse effects, it is not conducive to private practice. 

There are certain limitations.  We need to be sure about methods of recruitment, making sure to decrease bias.  We need to have training.  Limits would depend on the study itself.  For the current studies, I don’t have to change my practice too much.  As long as the study treatment is what you normally do, there is no problem. 

Question: What would you like Dr. Larry Tabak, Director of the NIDCR, to know about the PEARL project?  What should he tell Congress about it?  Taxpayers?

All respondents talked about the potential for improving dental practices.  This potential was linked to the following:


PBRNS address research questions of interest to practitioners;


PBRN research is conducted under practice conditions;


PBRNS produce fast results, compared with industry research;


PBRNs produce unbiased findings, compared with industry research;


Practicing dentists are enthusiastic about PBRNs.

Representative comments follow.

This is a chance to directly improve the clinician’s success rate and improve clinical practice.  With this project, we can improve in real time the clinical outcome.  Why wouldn’t you do that?  There is relatively little delay in doing these studies.  Other research may take decades to result in change.  If you were able to get the PEARL study done in three months and get it published, you would have more relevant data than any manufacturer.  The weight of this is tremendous.
This is the best way to improve the practice of dentistry and give patients the best treatment.  We are doing a lot of things without evidence.  Dentists have to balance between being a health care provider and running a business; if the research gives us some evidence, we can incorporate it or maybe eliminate some practice.  PBRNs report results that are not biased because we are not manufacturers, nobody is forcing us to give the same answer.  This is a good way to change what dentists do.  We can’t do everything ourselves because we have to manage a practice. 
He should point out the numbers of dentists who are participating in PEARL already is significant!  Dentists are buying into this program because they see the need.  In dentists’ on-line chat rooms, they are sharing information on what works, and they are hungry for evidence-based dentistry.  I firmly believe that.  The worst place you can find yourself in is between the patient and the manufacturer whose products did not work.  You have to redo the treatment, it costs the office and the patient may lose some confidence in you.  Dentists need to know what materials are meeting manufacturers’ claims.

This research is great because it is at the grassroots level.  Finding out what issues interest practicing dentists is a good start.  If we can take this to the next level, it will have tremendous impact.  The osteonecrosis of the jaw study is a prime example.  Who would have thought that a drug for bone health would affect the mouth?  This has tremendous consequences. The role that PEARL played in the ONJ study stands alone.

Two respondents mentioned the role of PBRNs in the continuum of research:

The PBRNs complement in vivo/in vitro research by contributing to the research agenda; we want the answers but we’re not capable of doing the bench research.

One respondent discussed the potential through the PBRN of improving overall health in the community: Americans are living longer and longer, and we have more senior citizens than ever.  The quality of life for seniors involves total body health, including oral health.  Dentures are no longer acceptable. Dentists can detect some diseases earlier than others because we see them more often.

One respondent noted that the PBRNs can give information to NIDCR about the needs of practicing dentists for training in research: PEARL is also a learning tool for NIDCR about research and training needs among practicing dentists, how to get research into a private dental setting.

Question:  What is your opinion of PEARL’s quality assurance requirement that someone from PEARL review your data collection forms against the original patient charts?(Note: this question was addressed to only 4 practitioner-investigators.)

None of the 4 had any objections to the requirement.  Their comments follow.

There were no surprises regarding the contract with NYU, and I had no hesitation in agreeing to it.  I made the assumption that quality assurance was part of the checks and balances because a third party funded the study.  Insurance companies can come in and see my charts, too. So we are used to it. 

I had no problem agreeing with the quality assurance plan that PEARL staff could come here and review patient charts against the data collection forms.  This is a nice system of checks and balances to make sure everything is correct.  You might think you are doing everything okay, but you’re making a mistake.  The quality assurance system makes sure the study is accurate, and it is appropriate to have the monitors checking our data.  

The review of patient charts against the data collection forms by the PEARL CRAs is important because someone needs to say to me, “Your results might be invalidated if you did something your way and didn’t follow the protocol.”  We understand the need for review of our work to validate the data. 

I encouraged the review of patient charts against the Data Collection Forms.  We have practitioners who had never participated in research before.  Dentists need hand-holding, direction, and tips in managing a research study in an office.  Even in my office we made some mistakes, and we were trained and highly motivated.  An important part of the PBRN research is to make it valid and scientific and the quality assurance plan is part of that.  Quality assurance did not interfere with the offices.  But after a study is done, you need to validate the data. 

Comments relevant to participant satisfaction with PEARL

Jonathan Ship’s father taught me in dental school and Jonathan recruited me.  I didn’t know anything about financial remuneration for participating.  It’s a win-win because any money we get from the research we use for continuing education.  For example, we are all going to San Antonio for the American Dental Association Annual Meeting.  Training the staff is a neat incentive for them. 

Dr. Ship encouraged me to join PEARL and to get more involved as time permitted and to try to get on the Executive Committee. He was a great encourager and coach to so many! 

PEARL is always just a phone call away, so we have a lot of support. 

The people involved in PEARL are very dedicated.
I am pleased with the PEARL program.

The PEARL CRAs were always there to respond to any of our questions or problems. 

Comments relevant to project improvement

I would like to see more studies on the medical-oral health connection. 

I had never heard anyone say before today that the goal of the PBRNs is to change dental practices.  I am concerned about that goal and its relationship to evidence-based dentistry.  I don’t want dentistry to be standardized.  I don’t want anyone to take away creativity and judgment from dentists. 

We should look at the medical PBRNs and avoid the downsides.  Burn-out of practitioner-investigators is possible.  We need to know what the red flags are that led to drop-outs in medical PBRNs. 

We found the assignment of patient study ID’s to be time-consuming.  Once a patient consented, we had to go to the website to get an ID number.  The ID numbers were not consecutive.  It would be easier for us to have a pre-assigned set of consecutive or random numbers that we would use as soon as we had an eligible patient.  Then we would not have to make multiple trips to the web site. 

One study patient who works with the FDA had a problem with a form that had a disclaimer from PEARL.  We referred this to PEARL.  

I would like to know NIDCR’s position on the impact of Dr. Ship’s death.  For me, my connection with PEARL has weakened because of his death because my information source is gone.  I’m not getting the communication I’m used to from the PEARL leadership.  And that trickles down to staff too.  I don’t feel as much support now for the research as I did when Dr. Ship was here. 
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General Dental PBRN Program, Year 4 Evaluation
Summary of PRECEDENT Practitioner-Investigator Interviews (N=9)

NOTE:  The interview questions are italicized, summaries are presented in normal font, and quotations appear in bold.  Permission to publish quotations has not been requested from the interviewees.
Section 1. Demographics, Education, and Research Experience
Gender:    (100%) Male 

Age in years: Range, 39-59; mean (sd), 49.8(6.14); median, 49

Hispanic or Latino origin:  1/9 (11%) Yes; 8/9 (89%) No  

Racial identification: 8/9 (89%)White; 1/9 (11%) Asian 

Graduate education:  5/9 (56%) DDS; 4/9 (44%)  DMD 

2/9 (22%) had additional degree (MSD, MSB)

Type of practitioner: 9/9 (100%) General Practitioners 

Professional dental memberships 


9/9 (100%) ADA


6/9 (67%) Academy of General Dentistry


2/9 (22%) American College of Dentists


13 other organizations or societies with at least one member


No members of AADR or IADR or ADEA

Research training and experience prior to joining PRECEDENT
None, n=3/9

Graduate involvement in clinical research, 1/9

Graduate involvement in basic research, 4/9

QA activities while in practice, 2/9  (one of whom had basic research also)

Interactions with NIH/NIDCR before joining PRECEDENT  

None, n=6/9 (67%)

Two had high awareness of NIDCR through reading of dental journals or board service. One is a Commissioned Officer in the US Public Health Service.

Year joined:  78% (7/9) joined in 2005; 22% (2/9) joined in 2006

Section 2. Questions and Answers about

Study 1: Oral Disease Prevalence: A Survey of PRECEDENT Practices

Question: What about the study was interesting to you? Note: participation was required
Learning about research: 5/9
Contributing to science, knowledge base: 5/9
Life-long learning and CE: 2/9
Staff training: 2/9
Involvement with other practitioners: 1/9
Interest in caries rate:1/9
Interest in dental phobia (Study 4): 1/9
To determine demographics of own patient base: 1/9
Your contributions to protocol development

None, n=6/9

Provided feedback at annual meetings or on-line regarding study design, instrumentation, procedures, or reimbursement: 3/9

Questions, concerns, comments about study procedures (what’s easy, what’s hard)

i. Randomization procedure (appointment schedule and walk-in)
No substantive problems but preparation time was needed and the protocol had to be read carefully.  Knowledge of randomization procedure was apparent. Guidelines were helpful.  Telephone assistance was readily available from Coordinating Center.  

Apparent compliance with protocol in most cases: 

Interesting comment
We sent in the appointment schedule and then followed the protocol. My instructions to my staff were to follow the protocol instructions exactly.  If the instructions said, “Touch your shoulder,” they were to touch their shoulders. 

One site deviated from protocol:

We stopped calling the patients before their appointments to tell them about the study, and we just introduced the study when the patient arrived.

A related comment:

The hardest part was calling people and explaining the process and the forms because people work.  We also sent out brochures explaining involvement in the study.  When calling patients, the study came out of the blue to them; it takes time to introduce the study to the patients. 

ii. Patient refusals, either by phone or in person 

No refusals: 3/9
One or more refusals: 6/9

iii Consent process

Translated forms available but not needed by any practice. All patients read and spoke English.  Only one site used an assent form.  Consent was obtained either by staff or PI.  

Two problems reported:

Patient reluctance to participate

The HIPAA paperwork was through the University, but it struck a chord with one patient who feared that personal information would be leaked and refused to participate. 

We have a high Hispanic population, but only one did not want to give private information for research.  

Parent or guardian consent for select group of children

We see abused children and the people who bring the children in are the not the legal guardians of the patients.  I did not have the ability to speak to the parent to get proper consent.  This is something I deal with on a daily basis. 

iv. Clinical judgments during chairside exam 

Procedure: Either the dentist conducted the exam and then completed the dcfs while the patient was still in the chair or the dentist conducted the exam and dictated the findings to an assistant, who completed the forms while the exam was being conducted.  Then the dentists reviewed the dcfs. In one case, either the dentist or the hygienist conducted the exam.  Some clarifications about the definitions of variables (examples follow) were needed at the beginning but no problems persisted.
Clarifications needed

Molar relationships:

I had some concerns about the variable of molar relationship because sometimes when they were Class 1 they were only partially Class 1, and some might have had missing teeth or a crossbite, so this made it difficult to assess molar relationships. 

Facets

We had some confusion about the definition of moderate and severe in relation to the facets variable. 
The biggest issue was measuring the number of moderate facets.  It would have been helpful to have more clarification and definition.  This was the most difficult to quantify and people who study occlusion may rate differently.  Measurements of mild, moderate, or heavy might be better to use to define the degree or severity of the facet.  
Most recent visit

Also confusing was the wording of what was the patient’s most recent visit; we were not sure if that meant today or the last time visited, but we eventually figured it out. 

Calls to Coordinating Center yielded clarification

I spoke with Brooke, who got a clarification for us.  

Mostly everything was pretty straightforward.  For a couple of questions, I had to go back and make calls to Washington to get a clarification or definitions.  

v. Extraction of data from patient chart

No persistent problems were reported although clarifications of variables were needed when the study started.  The need for familiarity with forms was acknowledged.  

Clarifications needed

Orofacial pain 

We had to get a clarification on the variable of oro-facial pain from Brooke. 

Full mouth probing – not done for all patients in 2 cases
In general, I do not conduct full mouth probing on all patients, especially healthy patients, so that is not in all charts.  I can make the inference that no healthy patient would have pockets >3.  I’m not sure if every Study 1 patient had a record of full mouth probing in the chart. 

Full mouth probing applies to some patients only.  
Accessibility of data in charts – minor problems for two
The dental hygienist had difficulty in the beginning inputting the data into the system as well as extracting data from the chart.  There was a learning curve because some data was electronic and other data was hand-written on the charts which caused her to have to look in several places for information.  I reviewed all the data and forms and then got with her to correct any errors.  You do have to read the forms carefully. 

This was not hard but was time consuming.  Extraction of data from the chart was not challenging, although I had to bounce around in the chart and that was a little cumbersome.  I found that I had made some errors in the chart that I had to correct. 
vi. Authentication of the completed data form 

Most conducted same day review and encountered no problems with the authentication.

Data entry was challenging at the beginning for 3 sites.


The dental hygienist had difficulty in the beginning inputting the data into the system…. 

There were initial issues with the log in and not enough character space to make comments.  Correcting errors on the electronic form was difficult. 
I had no problems, no missing data.  In the beginning, we had some issues about electronic data entry.  

Question: Modifications to staffing and scheduling to accommodate Study 1?

None, 2/9; Additional time: 6/9; Additional staff: 1/9 

Question:  # hours PI and staff spent in preparation 

8/9 indicated # of hours spent

Mean:

6.8

Median:

8

sd:

3.69

Range:

2 – 10 Hours

More time than expected:1/9

Less time than expected: 2/9

As expected: 1/9

Question: # minutes PI and staff per enrolled patient 

9/9 estimated # of minutes spent
Mean:

33.3

Median:

30

sd:

20.3

Range:

5 – 75 minutes

Less time than expected: 2/9

As expected: 1/9

Section 3.  Discussion Questions and Answers
Question: Do you perceive any differences between your role as a Practitioner and as a Practitioner-Investigator? 

This question was interpreted by most as asking whether study patients were treated differently than non-study patients, and all respondents denied that they were except that more time might be spent with study than non-study patients.  Most acknowledged that their participation in Study 1, a survey study, would not likely affect interactions with patients.

Wariness about participation in randomized treatment studies was observed in 7/9.

Representative comments:
I do not see any apparent conflicts of interest so far.  If PRECEDENT had a study with different treatment arms, that would be difficult for me.  I decide what is best for each patient in a given situation to determine treatment.  I might not even be willing to participate in a study where the randomization was by practice rather than by patient.  I don’t think patients would accept treatment randomization either because they think I am going to do what is best for them. 

This was a data gathering study with no treatment.  I did not treat the study patients any different than the routine patients.  There is definitely potential for conflict delivering different types of treatment in a study.  
This depends on what I was asked to study.  The patients come first, so I would not agree to participate in a study that I thought wasn’t sound.  For example, I would not do a study if I had to place an all porcelain crown on a posterior second molar.  I would not participate in some of the studies already proposed to PRECEDENT. 

I do not really perceive any differences because I was not asked to do anything that would patients to different treatments, if I was not sure which treatment was better. 

Question: Has any research finding that you learned since dental school led you to change your clinical practice? 

All reported changing their practices since dental school: materials, procedures, practice management.

What types of evidence are persuasive to you?

6 - Presentations and discussions at formal and informal meetings

6 - Science journals

4 - Learning from personal experience

0 (with 3 responding negatively) - Trade journals

Representative comment: Every day I read a dental article in a peer-reviewed journal.  I avoid the trade journals because they are advertisers, driven by sales…  I also attend lectures from knowledgeable presenters.  I temper everything I hear and read with my own experience.  I am willing to pilot new procedures in my practice and then determine the outcomes from the recall visits. 

Question: Suppose that one of the PRECEDENT studies results in a finding that you think has clinical significance in your everyday practice.  What steps would you take to change your practice to reflect the new data? What steps would you take to try to apply the finding more broadly?  

Most respondents acknowledged that they have the ability to implement change quickly in

their practices, but most were also cautious.  They would take time to reflect on the application of the finding to their own practices, to talk with trusted colleagues, to talk with staff, and then to pilot a change.

In terms of influencing other practitioners, six respondents endorsed discussions with colleagues, in formal or informal meetings and even on-line, as the best way to disseminate research information.  Four endorsed publication in scientific journals.

Question: What changes to your practice have you made based on PRECEDENT research results?  

No changes – 4 
Changes noted by 5 PIs (One reported two changes)


Procedures or materials: 



using more fluoride resins   



examining carefully for ONJ



started using the MI paste


Patient education



how I talk to patients before injections



instituted several procedures, such as use of mouthwash, as 





recommendations to patients


Office practices




be more complete in our routine data gathering  

Question: What resources and support are required for you to conduct more complex research?

Nothing or not sure: 1
8 identified at least one kind of support


More training (standardization of techniques, study management, understanding sound 


science): 4


More detailed study manuals, manuals available in hard copy and CD: 2


Assistance with data collection and input: 2 

Increased remuneration: 1 


Better computers: 1 

Schedule modification: 1
Question:  What types of research are most appropriate for your practice?
4 reported no limits as long as additional supports and good study design were present:


Representative comment:  I think randomized, controlled, clinical trials (RCTs) are appropriate.  Assuming support is available and we are following the proper protocols, then RCTs and interventional research would be appropriate for my practice. 
2 endorsed QA, survey research, chart reviews

3 stated that it would depend on the study question and design 


Representative comment:  Let me answer this by saying what I would not do.  I would not do anything that would compromise my patients.  I would not do anything that is invasive.  I would not do a study with a placebo control.  I did use a treatment randomization method in graduate school because the study outcome was important; if the participants are guaranteed nothing or guaranteed a good benefit, that is okay. 

2 discussed constraints to more complex studies
Liability: I can not lose any money because of conducting research. Now we are reimbursed.  What if you use a product and 3-4 years down the line the research changes and the work must be redone, will any help be given?  To conduct complex research it would have to be clinically appropriate.  So far the patients only spit in a cup but no procedures have been performed.  I will wait to see the results from the data before I make a change to the practice. 
Time: This depends on the study.  I am doing the phobia study (Study 4, Computer-assisted Relaxation Learning), and that presents no problems.   If I had to add one hour per patient for a study, that would be a big change.  I can manage adding 10-15 minutes per patient, because research is important.  I have to deliver care to the patients first and foremost. 
Question: . What would you like Dr. Larry Tabak, Director of the NIDCR, to know about the PRECEDENT project?  What should he tell Congress about it?  Taxpayers?

PBRNs are important because they have the capability and capacity to do effectiveness research on large and diverse populations: 6/9

Representative comment: In dentistry and medicine, things change fast.  Everything now is based on lab studies, but nothing is based on day to day clinical practice, and we know that a controlled environment is very different from a practice environment.  We have a diversity of patients in a real-world practice.  
PBRNs are important because they might explore the links between oral health and general health: 5/9

Representative comment: PRECEDENT has the potential to have tremendous impact on the health of people in the United States.  We may be able to find factors or predictors in the mouth e.g, heart disease, etc.  
PBRNs are important because their work will lead to improvements in oral health: 4/9

Representative comment: This program is truly going to save money for taxpayers because dental care will be delivered at a higher level of success, the number of un-needed procedures will decrease, and access to care will be improved.  This program improves the science of practice.  
Two PIs stated that their PBRN needed more time to achieve its potential:
It takes time to get good data and do good research.  The research studies have come along more slowly than I thought they would, but I have learned that it takes time to get the researchers ready.  Once we start collecting the data, we are actually on the downhill slide.  We need more time. Once a group has been set up, we will be able to do a number of studies because we have a motivated, good group. 

One PI issued an invitation to Drs. Tabak and Garcia:

I would really like to see Dr. Tabak and Dr. Garcia come to our Annual Meeting because they can move things along in research.  They can take opinions from us and then make things happen.  The NIDCR top people have a lot of power.  If they propose a study, such as the Osteonecrosis of the Jaw, it gets done.  Also, we will take conversations from Drs. Tabak and Garcia very seriously and spread their words. 
Other comments

Participant Satisfaction

· I am impressed with the PRECEDENT organizers.  They have taken this seriously and done a good job.  It takes time to design a study right.  
· The papers presented at the Annual Meeting were also informative, showing that PRECEDENT had done an extremely good job of protocol development.  

· There is nothing more important in dentistry than this program. 
Study ideas
· … comparisons of bonding material.  You could spend $5 or $900 on a bonding agent.  This finding would potentially lower the cost of dentistry to the public. 

· …research related to the products we use is important.  So far PRECEDENT has let others conduct the studies related to dental products. 

· When decay extends beyond the enamel into the dentin, it mushrooms.  Once decay is in the dentin, you have to do something.  The clinical research question is what adverse events have occurred over 10 years comparing restorative procedures. 
· Root caries is the most pressing problem I see, especially in older people.  I would be interested in a study that compared composite to glass ionomer, and I would be comfortable randomizing to treatment in this case.

Miscellaneous comments

· I am worried to some degree that insurance companies will use evidence-based medicine results to set payments. 
· We lose some people when we tell them about all the forms that are involved in participating in the study. 
· I am disappointed that not as much as I hoped has come out of PRECEDENT.  Lots of money was spent in ramping up the infrastructure (for example, nametags, trinkets, and venue for the Annual Meetings).  Perhaps these funds could have been better spent in getting more research done.  It makes me wonder if PRECEDENT is fodder for academic careers rather than practice-based dental research. 
· The Annual Meeting is the right place to present PRECEDENT data.  This year, the written material presented at the meeting was not as clear as the presentation itself, and there was not too much discussion of the findings unless you were in the break-out session.  
· It would be great if there was some kind of reward for staff who participate because they are the heart of the studies and most of the work for the research falls to them.
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General Dental PBRN Program: Year 4 Evaluation

Summary of Review of DPBRN Study Documents 

Method 

· Documents for Study 5 were reviewed at eight Alabama research practice sites in June 2008.

· Visits were conducted with a DPBRN Regional Coordinator in attendance.  

· All sites were notified in advance that the visit would occur.

· The Practitioner-Investigator was interviewed prior to the document review and the Regional Coordinator worked with the practice staff during the interview to prepare the research documents for review, as needed.

· Practice staff, rather than the Practitioner-Investigator, participated in the document review except in two cases where the Practitioner-Investigator conducts the study without staff assistance or staff were unavailable.

· The document reviews were about 30 minutes in duration.

Receipt, use, and maintenance of the study documents
· A Regional Coordinator is assigned to each practice.  

· The Regional Coordinator provides the practice with prepared research charts and a mobile data container.  Preparation of the research folder includes population of certain variables (for example, patient identification, visit number, tooth and surface for restoration being tracked) and inclusion of consent and assent forms.

· The Regional Coordinator provides training on-site (Lunch and Learn) for each study for the practitioner-investigator and staff. The Regional Coordinator also conducts additional face-to-face meetings with the practices as needed. The Regional Coordinator is available by office phone, cell phone, and e-mail.

· The Regional Coordinator typically works in the practice during the first few days of the study to offer additional training and facilitate study management.

· When a study patient is scheduled, the prepared research chart is taken from the data container and placed with the regular patient chart. The regular chart and research chart are given to the dentist when he or she sees the patient.  Research forms are completed while the patient is in the chair.
· Completed research forms are put in a specially marked folder in the data container.

· When a sufficient number of research forms has accrued or about every three months, the regional coordinator is contacted and she retrieves them or they are mailed to her in a pre-paid and addressed courier envelope.

· If the forms require any changes the Regional Coordinator returns them to the Practitioner-InvestigatorI for corrections.  Once the Regional Coordinator has completed the review, she sends the originals to the Coordinating Center.

· The Regional Coordinator also provides each practice with a patient log to track the patient visits and the recall schedule.

· The practice does not keep any of the research forms except the master patient list. 

· DPBRN received approval from its IRB to require verbal consent only, although the sites were required to have a consent sticker initialed, dated, and placed on the outside of the patient chart. 

Findings relevant to study conduct and management

· Regional Coordinators were well-known to all Practitioner-Investigators and staff.

· PIs and staff were familiar with study documents and study procedures.

· Research charts were well organized, signed, dated and stored in the data container.

· About 5 research charts were randomly selected for review of consent documentation at each site. All sites were in compliance; outside stickers were initialed and dated.

· All the patient logs were dated and signed.  The patient logs also indicated each site was up-to-date on patient recall.

· The data container was stored in a locked and secure location at about half the sites. 

General Dental PBRN Program: Year 4 Evaluation

Summary of Review of PEARL Study Documents and Data Entry 

Method 

Study documents for 0705 were reviewed at nine research sites in August and September 2008.

Visits were conducted with or without the PEARL CRA in attendance.  All sites were notified in advance that the visit would occur.

All sites had the study documents ready for review.

Receipt, use, and maintenance of the study binders

Study binders are shipped to the practice site.

For the 0705 study, there are two binders, one containing protocol information and data collection forms and a second containing consent forms. Duplicate binders are available if accrual is large. The binders arrive ready for use, that is, they are assembled and tabbed.  Binders have improved over time in response to comments received from the sites: “Compared with earlier studies, the 0705 binder was improved, with better organization and clearer information.”

The binders include protocol information.  The PI and PRC engage in self-study and also the CRA at the site initiation visit will review the study documents: “When the CRA came out, she went through the manual tab by tab to familiarize me with the binder.”

Binders are typically kept in a secure location in the office, separated from the patient charts.  

When the study is over, the binders go back to PEARL for long-term storage.

Findings relevant to study conduct and management

· All study binders were well-maintained.  

· Evidence of compliance with the PEARL QA  plan was evident at all sites with signatures on the site initiation and site monitoring logs or other documents; however, one signature was missing on a log although there was evidence that the visit had occurred. 
· Formal checklists and other methods were used to review the documents during the monitoring visits.  Deficiencies or deviations that had been detected and addressed included missing signatures on IRB consent forms, stale protocol version, ineligible patient enrolled, missing one page of DCF, missing dentist signature on consent form, stale version of consent form. 

· In compliance with initial PEARL instructions, consent forms were filed with patient demographic data.  PEARL planned to change this guidance.

· Multiple staff members and PI were typically trained in data entry, but the responsibility for data entry typically fell to one person.  Some dentists worked without a PRC. 

· Data entry was quickly mastered and required 5-30 minutes for each case.

· EDC query system worked well. “No problems.  If you made an error, the program would tell you.”

· All PIs and staff stated that they could easily reach PEARL CRA for clarifications or questions and receive prompt answers: “Once we got the system down and we all knew our own parts, it was easy.  PEARL staff were very helpful.  Whenever we call, someone is there.”  Some site personnel also call EMMES directly as needed. PEARL CRA staff were well-known to the office staff and PIs.

· Simplified, shortened consent forms increased staff and patient satisfaction.  “The binders are helpful.  They were really streamlined, which was better.  They did away with the inclusion/exclusion forms and decreased the number of pages of the Informed Consent Form.  Patients like the short ICF.”

Recommendations for improvement from the site PIs and staff in regard to EDC system
Password resetting was tedious

It is helpful if the data collection form is a mirror image of the electronic data page
Having a set of consecutive, pre-assigned id numbers for each practice would save time.

General Dental PBRN Program: Year 4 Evaluation

Summary of Review of PRECEDENT Study Documents and Data Entry 

Method 

Study documents for Study 1 were reviewed at eight research sites during July 2008.

Visits were conducted with or without the Coordinating Center Staff (Regional Coordinators or Manager of the Dental Research Center) in attendance.  All visits were scheduled in advance. 

Prior to the review of the documents, the Practitioner-Investigator was interviewed.

Practice staff rather than the Practitioner-Investigator participated in the document reviews at most of the sites.

Most of the practices completed Study 1 in 2007; one practice could not locate the study files for about 30 minutes and the staff members from two other practices who managed the study were not available during the document review.

Receipt, use, and maintenance of the study manuals
A study manual, (20 blank packets for Study 1), stack of Case Report Forms, and stickers are received at each office from the Coordinating Center. Consent and assent forms are included in the packets.  Manuals and forms are also available on-line. The practice makes individual study folders for each patient.  Practices are advised to keep the signed consent forms separate from the completed data collection forms. Training on study management and the use of the study manuals is provided by telephone by a Regional Coordinator.
Findings relevant to study conduct and management

· There was no evidence of site visits or monitoring of sites by the PRECEDENT staff; the Regional Coordinators were unknown to the practices prior to our visits.  Practitioner-investigators were familiar with the Manager of the Coordinating Center, identified her as their telephone and electronic point of contact, and expressed satisfaction with their interactions with her. 

· Typically, the practitioner-investigator and either the dental hygienist or office manager were trained in the RCR and managed the study.

· Study charts and documents were well organized.

· The signature logs were incomplete at one site even though the study had been closed for over one year; the practitioner-investigator had not signed off on all forms.  During the visit, he was advised by the Regional Coordinator to sign and back date the forms.  

· At two sites, it was unclear whether the child or the parent had signed the assent form; the Regional Coordinator advised that this was a problem area and re-training was planned.

· Consent forms were co-located with patient charts.

· One site deviated from the protocol by introducing the study when the patient was physically present for the visit rather than by telephone in advance of the visit.

· There was not agreement at the practices about the handling and retention of study files after the study was completed.

· Translated forms and study information were available but rarely needed.

Findings relevant to electronic data entry.

· One site did not use EDC for Study 1 because of inadequate Internet access.  This site upgraded its access and plans to use EDC for future studies.
· Data entry for all other sites was done through the AXIO system.  Data entry was quickly mastered and the time per case typically diminished from 15 to 20 minutes to 5 to 10 minutes.  Queries were easy to resolve.
· The AXIO training was scheduled at a convenient time and was straightforward with no problems.
· Minor problems with the AXIO data entry system were noted at three sites. 
5. It was difficult to know whether corrections had been made and submitted (“in between a check and an x on the screen”).  Sometimes, the staff member was unsure if corrections were submitted more than once.

6. The data entry screen did not always show all data at one site; it was tedious to scroll back and forth.

7. It was tedious to enter data for more than one tooth.

8. The electronic data entry initially presented a problem with the password login because the password was long and easy to mis-type.  Also, after training at one case, the system had to be re-initialized. 

NIDCR/ Office of Science Policy and Analysis

Dental PBRN Program, Year 4 Evaluation

Summary of Responses to 2008 Survey for DPBRN Practitioner-Investigators

Method: Survey was distributed at the Annual Meeting.  Envelopes containing blank survey and stamped, self-addressed return envelope were placed on tables just prior to a meal. Members were asked to complete and return in person or by mail. Number of respondents: 111.

Section 1. Characteristics of respondents

DPBRN Region

	
	

	Alabama, Mississippi
	35 (32%)

	Florida, Georgia
	22 (20%)

	Minnesota
	14 (13%)

	Washington, Oregon (Northwest/Permanente Dental Associates)
	16 (14%)

	Scandinavia
	23 (21%)

	Missing
	1


Gender: 80 (72%) male; 31 (28%) female

Age: range, 25-74; mean (sd) 48.8(9.6); median 50

Ethnicity: 5/107 (5%) Hispanic or Latino

Race: 95 (86%) white; 5 (5%) black; 7 (6%) Asian; other or missing 4 (4%)

Type of Practice: General 105 (95%); Endodontic 3 (3%); Pediatric 3 (3%)

Graduate Education

DMD: 47 (44%); DDS: 59 (56%); Missing 5


4 (4%) with an additional graduate degree (JD, PhD, MS, and MPH)

Professional Dental Memberships


ADA: 67 (60%); Academy of General Dentistry 35 (32%); AADR/IADR 9 (8%);


Den norske tannlegforening 7(6%)

Section 2. Participation in DPBRN Activities
Since joining DPBRN, … (#(%) indicating Yes)
75 (77%) 
I attended at least one annual meeting, not counting the 2008 meeting
48 (52%)
I submitted at least one research idea
47 (51%) 
I logged onto the DBPRN website at least once monthly
34 (40%)
I participated in at least one committee meeting 
26 (32%)
At least one of my research ideas was reviewed at some level
28 (32%)
I attended a national oral health research conference for the first time
22 (26%)
I contributed to the development of a protocol 

18 (21%)
I subscribed to a peer-reviewed oral health journal for the first time
12 (15%)
At least one of my research ideas was developed into a study
Section 3. Familiarity and Implementation of National Guidelines
N=88, 23 Scandinavian Respondents Excluded
Evidence-based clinical recommendations for professionally applied topical fluoride (2008)


68/83 (82%) Familiar


65/81 (80%) Adopted

Evidence-based clinical recommendations regarding pit-and-fissure sealants (2008)


68/83 (82%) Familiar


63/80 (79%) Adopted

Prevention of infective endocarditis:  Guidelines from the American Heart Association (2007)


83/83 (100%) Familiar


81/82 (99%)   Adopted
Section 4. Outcomes of DPBRN membership
My participation in DBPRN… (# (%) indicating agreement)
103/104 (99%)
Satisfies my intellectual curiosity
102/104 (98%)
Increases collegial interactions with research colleagues
97/103   (94%) 
Enhances my communication with patients
96/104
  (92%)

Facilitates critical reading of dental research literature
95/105   (90%)
Promotes and builds my practice
82/98     (84%)
Introduces new standards or QA/QI into my practice
78/103   (76%)
Improves my technical skills in practice area studied
74/102   (73%)
Increases my use of informed consent for non-research procedures
58/104   (56%)
Improves logistics of daily clinical operations
9/104     (  9%)
Leads to loss of my income caused by research time
8/105     (  8%)
Presents a conflict of interest with my patients
Section 5: Likelihood of change to own practice and to other practices from DPBRN studies








My practice
Other practices

Assessment of caries diagnosis and caries treatment

3.66

3.26

Reasons for placing the first restoration 


on permanent tooth structures



3.64

3.35
Reasons for replacement or repair of dental restorations
3.82

3.61
Patient satisfaction with dental restorations


3.82

3.58
Longitudinal study of dental restorations


4.22

3.92
Questionable occlusal caries lesions



3.84

3.71
Trans-PBRN study of osteonecrosis of the jaws

3.77

3.89
Retrospective cohort study of osteonecrosis of the jaws
3.70

3.85
Section 6. Rewards of participation in DBPRN (open-ended question)


Communication and interactions with colleagues: 29 endorsements


Scientific contribution: 14 endorsements


Practice improvement: 29 endorsements


Patient satisfaction: 18 endorsements

Section 7. Challenges of participation in DPBRN (open-ended question)


Time: 42 endorsements

Training and study management: 31 endorsements

Patient recruitment and eligibility: 6 endorsements
NIDCR/Office of Science Policy and Analysis

General Dental PBRN Program, Year 4 Evaluation 

Summary of 2008 Survey of PEARL Practitioner-Investigators (N=19)

Section 1: Characteristics of respondents

Gender: 4 (21%) Female: 15 (79%) Male 

Age:  
Range

33-62


Mean (sd)
52.6 (7.8)


Median
54

Ethnicity:  
1 (5%) Hispanic or Latino

Race: 

3 (16%) Asian



16 (84%) White

Type of Practitioner: 19 (100%) General practitioner

Graduate Education:  
9/18: DDS




9/18: DMD



No additional degrees reported.

Professional Dental Memberships: 



ADA: 17/19 (89%)



Academy of General Dentistry: 12/19 (63%)



American Academy of Cosmetic Dentistry 2/19 (11%)



American Association of Orthodontists: 1/19 (5%) 
Section 2: Participation in PEARL Activities

Since joining PEARL… (# (%) indicating Yes)
14/18 (78%)*
I logged onto the PEARL website at least once monthly
13/18 (72%)
I attended at least one annual meeting, not counting the 2008 meeting
  9/18 (50%) 
I submitted at least one research idea



  7/16 (44%)
At least one of my research ideas was reviewed at some level


  7/18 (39%)
I participated in at least one committee meeting (by phone or in person)
  6/18 (33%)
I contributed to the development of a protocol (this could occur by phone or 


email or at a committee meeting or an annual meeting) 
  4/17 (24%) 
At least one of my research ideas was developed into a study


  3/18 (17%)
I attended a national oral health research conference for the first time 

  1/18 ( 6%)
I subscribed to a peer-reviewed oral health journal for the first time
* All percentages are based on the number of responses to the specific question, as indicated

Section 3: Outcomes of Participation in PEARL
My participation in PEARL… (# (%) indicating agreement with item)

19/19
(100%)
  Satisfies my intellectual curiosity
18/19  
(95%)    Promotes and builds my practice 

18/19
(95%)
  Increases collegial interactions with research colleagues
18/19
(95%)
  Facilitates critical reading of dental research literature
17/19 
(89%)
  Introduces new standards or QA/QI into my practice
14/17
(82%)
  Improves my technical skills in practice area studied
15/19   (79%)
  Increases my use of informed consent for non-research procedures
14/18  
(78%)
  Enhances my communication with patients
11/19
(58%)    Improves logistics of daily clinical operations
5/19
(26%)    Leads to loss of my income caused by research time
0/19
(  0%)
  Presents a conflict of interest with my patients
Section 4: Adoption of JADA Guidelines in daily practice

Evidence-based clinical recommendations for professionally applied topical fluoride (2008)


14/19 (74%) Familiar


13/16 (81%) Adopted
Evidence-based clinical recommendations regarding pit-and-fissure sealants (2008)


15/19 (79%)  Familiar


13/18 (72%)  Adopted

Prevention of infective endocarditis:  Guidelines from the American Heart Association (2007)


19/19 (100 %) Familiar


19/19 (100%) Adopted

Section 5: Likelihood of change to own practice

 and to other practices from PEARL studies
(Response is the average rating from 1 = no possible effect to 5 = will change practice(s))







My practice
Other practices

PRL0501:  Deep caries treatment survey 

3.42

3.33
PRL0602:  Post-operative hypersensitivity

3.47

3.32
PRL0603:  ONJ




2.94

3.33
PRL0604:  Treatment outcomes in deep caries
3.42

3.58

PRL0705:  Endodontic treatment outcomes

3.42

3.32
PRL0706:  Analgesic use and effectiveness 

3.67

3.59

Section 6: Biggest challenge in conducting research in your practice?

Ranking of responses by frequency (most to least):

Time management, study management, patient acceptance
Section 7: Biggest reward for conducting research in your practice?

Ranking of responses by frequency (most to least):

Scientific contributions, practice improvement, patient satisfaction, personal satisfaction

NIDCR/Office of Science Policy and Analysis
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Results of Focus Group Interview with

 DPBRN Regional Coordinators and UAB Staff

May 16, 2008

Participants: Seven regional coordinators from Alabama, Mississippi, Florida, Georgia, HealthPartners/Minnesota, Kaiser Permanente Northwest, and Scandinavia. Three staff members from the Network Chair’s office and the Coordinating Center. 

Facilitator: NIDCR Science Evaluation Officer

Primary goal: Document the experiences and activities of Regional Coordinators regarding data collection and informed consent at practitioner-investigator study sites

Topic 1. Data collection and submission

A. Development of case report forms

All forms are field tested

All forms are in English for practitioner-investigator-answered questionnaires

Non-English versions are available for patient-answered questionnaires

Regional Coordinators participate in the development of forms and have at least one meeting to review all final forms, training manuals, and protocols, and to prepare for training in the field 

When study begins, sites have the current versions for all forms

Modifications are made as needed based on errors or inefficiencies observed

Data collection packets are prepared for each subject of each study with bar-coded forms by the Coordinating Center and assembled and distributed by Regional Coordinators

B. Training and monitoring
Training provided by Regional Coordinators

· Initial training is provided in the practitioner-investigator offices in the US or centralized at Royal College in Scandinavia


· During training



Sample completed forms are reviewed



Data collection process is role-played



Skip patterns are modeled


· Training manual is available for every study



Manual has specific data collection scenarios



Manuals are modified for Health Partners because some data are extracted 


from their electronic medical records (EMR)

· Practices receive multiple contact methods for Regional Coordinator – phone, cell phone, e-mail – and are encouraged to contact day or night

· Duration of training is usually 4 hours or less for studies to date

Monitoring by Regional Coordinators

· Follow-up phone call is made within one week after site was scheduled to initiate study 

· In Fl/GA, data from first two participants (or surveys) are sent (usually by fax on the same day as collected) to the Regional Coordinator for review.  Regional Coordinator works by phone with the site to reach 100% accuracy on these initial submissions.  All further submissions are mailed directly to the RC and they are processed in the same manner.

· In Scandinavia, after centralized training and study is initiated at the practice site, the Regional Coordinator may conduct a site monitoring visit.

· In the first in-office study, RC-generated calls were made at Weeks 1 and 2 and monthly thereafter.  Site staff may also initiate calls to the RCs.

C. Sources of error (these vary by site)
· Office distractions

· Turnover of trained staff

· Hard to detect own errors early – get off track, stay off track

· Pages might be skipped

· Packets might be skipped – should be consecutive

· Consecutive restoration log. (Ex: Only 2/38 FL/GA practitioners did log correctly at first for Study 2, so log was revised, log was not user-friendly at first.  AL/MS did have some corrections to Study 2 consecutive logs but no major problems with understanding how to complete the log.)

· Difficult to account for patients who were offered study but refused and those patients who qualified and were not asked because of time constraints by both the office and the patients

· Age was often missing initially so box was made more obvious

· Entries for race and ethnicity were confusing so the question order was changed for future studies

· Completion date on Study 1 form was frequently skipped, possibly because of location

· HealthPartners sites using EMR underestimated the time needed to extract study data from the EMR – EMR had not been used for research before and there were no standards or methods in place

· Data collection outside study window

· Tooth number and side of mouth did not match

Accuracy typically improved quickly, although some sites never achieved acceptable accuracy.

In general, the more support staff available to support research, the greater the accuracy

D. Role of the Data Coordinating Center


Forms could be submitted in person or by mail or electronically (then paper versions sent later)


Coordinating Center maintains the original forms


Secondary review of all submitted forms



Checked to make sure the number of forms received was identical to the 



number reported to have been sent – sometimes errors here 



Data verification reports are generated


10% of forms are audited – Error rate to date < 3%

Topic 2. Consent process and consent forms

A. Typical consent process from patient’s perspective


· Most of the time, in the FL/GA region, the patient is approached by either the practitioner or a staff member and told that he or she qualifies for a study.  Then if the patient is interested, the study is discussed and support documents are made available.

· DPBRN brochures and certificate are placed at front desk, so patients know about the practice’s interest in research

· In some practices, one staff member reviews the consent form first with the patient and then a different staff member asks for questions.  Only the staff trained in Human Participants Protection (NIH course) are allowed to sign the form after making sure the participant has no further questions.

· In some practices, practitioner-investigators review the consent form with the patients

· Note: staff and practitioner-investigators are trained by Regional Coordinators to review entire informed consent form verbally with patients

· Patients are not pushed to participate and it is stressed that is okay to call with questions (phone number included) and okay to drop out

· Staff try to ensure that patients understand the study

· Some consent forms have carbon copies so patients only have to sign the form once to save time

· Patients usually have decided whether to participate prior to discussing the study with the dentist – less coercive

· Patient receives copy of consent 

B. Modifications to consent process and consent forms

· Consent form shortened

· Significant information on the form highlighted in some regions and practices

· Forms placed on clipboards with pens attached

· In practices, signature stamps are often used for the dentist’s signature rather than an actual signature, so having the dentist sign the consent form is a departure from typical practice – At least one IRB approved the use of signature stamps

· UAB IRB approved use of verbal consent for simple studies

· Studies to date have been usual care with minimal or no risk to patients for work that needed to be done anyway

· For KP, the consent form was provided on carbon paper so a copy could be given to the patient and a copy retained without the need for clinical staff to make additional copies



C. Sources of error

· When calendar year changed, dates were occasionally incorrect (the FL/GA audit showed incorrect dates in 5 cases, all within a one week period)

· Assent forms were often left unsigned. This problem arose because child does not typically sign assent for non-research dental procedures. When an unsigned form was discovered, a copy of the form was sent to the patient to sign.  If assent was not obtained, the data were not used in the study. 




Topic 3. In preparation for upcoming RCTs, the KP region is creating a practitioner training website.
· Website will be easily accessible for all practitioner-investigators participating in DPBRN ACT-1.


· It will have a “Remember me” capacity so busy practitioners only have to remember a username and password one time

· KP currently has a dental practitioner who is a fellow in OHSU’s Informatics program and who is providing input on the website

· Forms will be on-line

· Training will be available on line

· Process for calibration of instruments will be online for practitioners across regions

Note: Practitioner-investigators do not have access to UAB SharePoint

4. Other topics (lots of variability by region and site)
· Number of regional research support staff depends on number of sites and number of patients per study

· With complex studies such as randomized controlled trials, it might be desirable to have one regional coordinator per study

· Geography (distance) matters for site visits by Regional Coordinators

· Regional Coordinators can adjust time spent in office to have more time in the field

· Need to entice dentists to participate and perform well

· Ethical questions regarding participants

· Should patients know that the practice is being remunerated for research time?

· Should patients expect free or reduced costs for care provided in research?

5. Results of ratings of study relevance and likelihood of practice change 





Your practice

Other practices

Study 1


3.3


3.0

Study 2


3.1


3.0

Study 3


3.3


3.5

Study 4


3.3


3.4

Study 5


3.6


3.5

Study 6


3.6


3.3

Study 7


3.7


3.6

Study 12


3.8


3.8

DPBRN Study 1: Assessment of caries diagnosis and caries treatment

DBPRN Study 2: Reasons for placing the first restoration on permanent tooth structures

DBPRN Study 3: Reasons for replacement or repair of dental restorations

DBPRN Study 4: Patient satisfaction with dental restorations

DBPRN Study 5: Longitudinal study of dental restorations

DBPRN Study 6: Questionable occlusal caries lesions

DBPRN Study 7: Trans-PBRN study of osteonecrosis of the jaws

DBPRN Study 12: Retrospective cohort study of osteonecrosis of the jaws

6. Audit report summary from FL/GA region (submitted subsequent to interview)


RCs audited 4 sites for dates and identification of restorations (study unknown) and discovered at least one error at each site in either date or restoration.  One site had 4 date errors; no other site had more than 1 error in dates.  No site had more than 1 error in restorations.  

Date error rate: 6/147  = 4.1 %

Restoration error rate: 3/222 = 1.4 %

Overall error rate: 9/369 = 2.4 %

NIDCR/Office of Science Policy and Analysis
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Summary of 2008 Survey of PEARL Practice Research Coordinators (N=18)

Section 1: Characteristics of respondents

Gender: 18/18 Female 

Age:  
Range

25-59

Mean (sd)
44.3 (10.3)


Median
45.5

Ethnicity:  
3 (17%) Hispanic or Latino

Race: 

18 (100 %) White

Job Title:
10 (56%)   Hygienist

     

  2 (11%)   Receptionist



  1 ( 6%)   Assistant



  5 (28%)  Other

Hours worked per week:
100% 
32-40 hours
Type of Practice: 17 (94 %) General practice

                               1 ( 6%)    Multi-specialty practice

Number of PEARL-trained PRCs in the practice:


Range: 1-4


Mean(sd): 2.2 (1.1)


Median: 2 

PRC turnover has been a problem:  100% No
Research experience prior to PEARL:   2 (11%) in current practice





    2 (11%) in other practice

Section 2: Participation in PEARL Activities

Number of hours per week devoted to PEARL-sponsored research during the last 4 weeks:


Range: 0.5 – 20 hours


Distribution:  
14 /17 ( 82%) less than 5 hours          



2 /17  (12%) 10 hours




1 /17   (6%)   20 hours

  


1/17    (6%)   missing
Formal training required by PEARL


100% Good clinical practice


100% Protection of human participants in research


78%   CITI tutorial 
# (%) participating in specific activities since joining PEARL:

17 (94%)
attended at least one site training visit by the PEARL CRA
15 (83%)
attended at least one annual meeting, not including the 2008 meeting
14 (78%)
logged onto the PEARL website at least once monthly for non-data entry reasons
10 (56%)
increased reading peer-reviewed oral health journal(s)
7   (39%)
participated in at least one PRC monthly lunch and learn teleconference
5   (28%)
changed office practices to implement a PEARL study
2   (11%)
attended a national oral health conference for the first time

Percentages are based on 18 responses.  One respondent was new to a practice and had 
not participated in any of the above activities.
Section 3: Satisfaction with PEARL Activities

17/18 (94%) of the respondents strongly agreed or agreed that the following study procedures were efficiently integrated into day-to-day practice: eligibility determination; introduction of study to patients; informed consent conversations; signing consent forms; patient follow-up; data collection from charts; administering interviews or surveys; data entry; data verification.
2/18 (11%) of the respondents desired more training in the following study procedures: introduction of study to patients and informed consent conversations.  16/18 (89%) did not desire additional training in any area.
Most frustrating aspects of being a Practice Research Coordinator
· Time management: 9/18 (50%), with 2 respondents mentioning the consent process specifically

· Patient tracking: 1/18 (6%)

· Understanding the study: 1/18 (6%)
Most satisfying aspects of being a Practice Research Coordinator

· Improving dentistry: 9/18 (50%)

· Having an elite office: 4/18 (22%)

· Being part of research: 2/18 (11%)

· Patient satisfaction, panel presentation at a conference, learning, meeting new people: 


1 endorsement each

NIDCR./Office of Science Policy and Analysis
General Dental PBRN Program, Year 4 Evaluation
Summary of 2008 Focus Group Interview with 

PRECEDENT Regional Coordinators and Study Manager

Participants: Four Regional Coordinators and the Manager of the Dental Research Center.
Facilitator: NIDCR Science Evaluation Officer

Methods for promoting quality in the introduction of a study to patients
1. Relationship already exists between the patient and practice; the patient is not a 
random person.

2. Script is provided to be used as part of the appointment confirmation call; the initial 
Study 1 script was modified to make it simpler for Study 2.

3. Patient is asked to come in early for appointment to discuss the study.

4. Practitioner-investigators monitor staff presentations and intervene as needed.

5. Staff can leave messages for the patient and do not have to speak to the patient in 
person.

6. Patient explanation form is given to the patients.

7. The consent form explains the study.

8. PRECEDENT is trying to decrease the stress on office staff secondary to research.

Methods for promoting quality in the consent process
1. PI is certified in Human Subjects Protections; training is clear about the need to protect 
participants. 

2. Staff involved in consent and subject contact such as calling on the phone and 
discussing consent and study are also certified in Human Subjects Protections.

3. Practitioner-investigators monitor staff regarding consent process.

4. HIPAA rules facilitate patient expectations for signing forms and confidentiality

5. The manual of procedures has a section on consent.

6. Consent process is discussed with office staff during the introductory phone training by 
the Regional Coordinator. The offices are willing to train all staff.

7. A sticker assent reminder procedure is now being implemented to remind PI and staff 
that parents sign the consent and child signs the assent.

8. There is no IRB requirement to initial each page of consent by either UW or OHSU.

Comments:

Increased awareness of informed consent process was observed at annual meeting.

Skepticism of verbal consent expressed.

It would be helpful to have practice staff attend the annual meetings. 

Methods for promoting quality in data collection 

1. Training by Regional Coordinators


By phone, 30-40 minutes


Focused on primary contact or all staff but does not have to include PI


Script for training developed


Rapport is established


Content: step by step walk though the manual of operations


Q&A

2. Standardized survey packet


Case report form = the source document for the dental exam; patient chart = the source document for the elements abstracted from the chart such as recent history of caries, perio, endo, and other oral health conditions.


Variables are on the right page; explanations and definitions are on the left page

3. Study is piloted in several offices with appropriate changes made to the protocol and CRFs based on the outcome at the pilot sites

4. Telephone check-in for informal study monitoring by regional coordinators

5. Reliability Study may be conducted, e.g., – Study 2

6. Site visits had been infrequently conducted until July of 2008; 4/85 sites working on Study 1 had site visits (at the time of this focus group interview).

7. Assistance and monitoring visits just started, and one has been completed. Written data verification tips were developed and will be used by Regional Coordinators to monitor data systematically.  Axio data capture is compared to source documents: the CRFs and the patients’ dental clinic charts.  The audit includes a review of all consents, the patient selection log, the staff training log and documentation of training, all variables for 3 randomly selected subjects, and adherence to proper storage of study materials.  A monitoring site visit report is generated, which is a summary of findings.  PI and staff are debriefed.  A follow-up letter to the PI is meant to be both corrective and motivational. This kind of auditing was planned from the beginning but was not implemented until July 2008 and is a work in progress.  Twenty practices are targeted.  

8. Findings from assistance and monitoring visits will be discussed in operations meetings.  In first A&M, 1/20 CRF packets were not authenticated.

Methods for promoting quality in data entry
1. Study manual has a section on data entry.

2. Axio trains by phone the person who will do the data entry. 

3. Most offices enter data on-line. 

4. System queries and other queries are generated by Axio.  There are automatic queries 
from Axio to the practices for missing data, incorrect dates, or incorrect answer 
format.  Axio tracks the queries until resolution.

5. The Regional Coordinator also monitors data entry and may generate queries. The regional coordinators regularly monitor the dental offices’ progress in data entry and resolving queries.

6. If the office staff has questions or problems with data entry, they send questions via email or phone call to the Regional Coordinators, who are very familiar with the data entry system, or to Axio staff.  There are key point people at Axio for CRF or data query questions

7. The offices correct data errors; the regional coordinators verify the data and  Axio closes queries upon resolution.  

8. For faxed forms, data is entered by Axio.  The Regional Coordinator monitors.  Offices respond to queries by Axio or Regional Coordinators by email.  Axio corrects data errors based on this documentation.  

9. Queries are reviewed at operations meetings at the Coordinating Center.

Why have PBRNs?

· Community dentists are being trained in research.

· Dental practitioners develop research questions relevant to practices.

· Current dental practice is not evidence-based and PBRNs are collecting evidence.

· PBRNs are collecting data on people who actually go to the dentist.

· A relationship exists between the patient and practice before the research begins; the patient is not a random person coming in just for research.  

· Doing research in offices increases the engagement of dentists, presents an intellectual challenge.

· Research in dental offices adds excitement and variability to practices.

· Dentists really want to learn from each other.

· PBRNs make dental practice more like medical practices that conduct research using patient populations.

· PBRN studies have increased credibility because they are unbiased.

· Research conducted by NIDCR, universities, and private practices is less biased compared with industry.

· PBRN data are more generalizable than industry-sponsored studies because PBRNs have community practices, multiple centers and patient based populations.

· PBRN data are current.

· PBRN research is conducted in the real world.

· Regional variations are accounted for in PBRN research.

· Participants in academic and industry studies are often not frequent dental patients and may have to make major behavioral changes for a study that would be hard to maintain when the study ends, and some are induced to change by the financial incentive and won’t be able to sustain change.

Other comments:

We will have a well-tuned machine by the end of 7 years, and the evidence collected will get stronger.

Dental offices are groups of people who are highly motivated to excellence.  They do not have to be asked twice to do something.  Everything is done in an efficient and timely manner.  Most impressive with great results!

Challenge: How to broaden the influence of findings beyond PIs?  

NIDCR, Office of Science Policy and Analysis

Dental Practice-Based Research Networks, Year 4 Evaluation

Summarized Faculty Interviews

Table of Contents











Page number

Introduction









55

Section 1: Application process 









Advance knowledge of program






56
Program and project departures from original application



56
Recommendations for a re-issued RFA





58
Potential efficiencies in centralizing some functions




59

Section 2: Administrative organization







Prior and current Network Chair and Coordinating Center relationships 

61

Academic versus commercial Coordinating Center




63

Role of dental hygienists







63
Section 3: Interactions with NIDCR









Award mechanism








64

Program Director/Project Officer






64


Project self-assessed progress metrics





65

Trans-PBRN study compared with site-initiated studies



65

Sustainability of PBRN activities after NIDCR funding is over


66

Issues to be resolved








67
Section 4:  Role and Importance of PBRNs







Research methods most appropriate for PBRNs 




69
 

Dissemination of PBRN research findings 





70

Release of preliminary, partially analyzed data




70

Potential and realized value of dental PBRNs




71








Section 5: Examples of Good Practices







Practitioner-Investigator recruitment and retention




74

Development of a research agenda






75

IRB interactions








75
Minimizing impact of research on practices





76

Electronic data capture







76

Quality assurance 








77

Engagement of practitioner-investigators in research results


77


Comprehensive dissemination plan






78
Introduction

Method.  Guided interviews were conducted with faculty at the Network Chair’s office and the Coordinating Center during the summer of 2008.  All interviews were conducted by the same evaluator.  Appointments were made in advance.  About one week prior to the interview, interviewees received a letter confirming the appointment, a copy of the interview schedule, and a copy of the consent form.  At the DPBRN, the Network Chair was interviewed individually and the Principal Investigator and four other faculty members of the Coordinating Center were interviewed as a group.  At PRECDENT, the Network Chair, the Coordinating Center Principal Investigator, and the Contract Research Organization Principal Investigator were interviewed individually. At Pearl, the three members of the Executive Management Team were interviewed individually.  The Principal Investigator of the PEARL Coordinating Center participated in a group meeting at the Coordinating Center several months prior to all other interviews; that group meeting is not summarized in the current report. Subsequent to the interview, each respondent received a written summary of the interview and clarified, corrected, or added to the written summary.  Specific programmatic challenges experienced by only one network are not included in this summary.

NOTE:  In the following report, the interview topics are italicized, summaries are presented in normal font, and quotations appear in bold.  Permission to publish quotations has not been requested from the interviewees.
Section 1: Application process 

Advance knowledge of the program 

None of the participants had advance knowledge of the program or the RFA.  

Prior to submitting their applications, all except one thought that one network only would be funded. 

Departures from the original application

   Program level departures


· The ONJ study was instituted, with supplemental funding 

· The CONDOR committees (Directors, Informatics, P&P, PIRG) were instituted, without additional funding

A representative comment follows. There is nothing in the RFA requiring that the three networks work together. The NIDCR Director met with us in March 2005 after the IADR meeting.  He essentially told us to play nice together.  No model of collaboration existed for us, although I knew most of the people from the other networks.  We developed the monthly Directors’ Teleconference; this is proof of our success in the first year of collaborating and sharing ideas rather than competing.  We also collaborated through the CONDOR curation group and the CONDOR PIRG group, neither of which is in the RFA.  
    Project level departures 

DBPRN 

· The number of proposed studies was decreased from 22 to 16 and complexity of studies was reduced … although there were no substantive changes in the types of studies nor in the breadth of studies we proposed. (budget issue)
· Funding for the Health Economist position was eliminated.  (budget issue)

· The Network Co-Chair position was eliminated.  (program issue)

· We instituted the Study Implementation Group. The team comprises the lead investigator, a faculty member from the CC, and a regional representative.  We implemented this approach for Studies 3, 4, and 5 and it has led to a faster and smoother implementation.  This group is unlike our other committees in that it is dedicated to a single study.  (program issue)

· We rescinded the RFA requirement to have web-based data entry for the southeastern states (program issue)

PEARL 

· We reduced the number of studies from 20 to 15.  (budget issue)

· We had planned to collaborate with other NYU departments, particularly the Department of Epidemiology and Health Promotion, but our studies as they have developed have not had epidemiological interest. One of the other proposed collaborators was interested in screening for oral cancer, but the practitioners in our network were not excited about investigation of this topic, so that collaboration has not progressed.  As we learned more about the nature of effectiveness studies that we could do, we saw what collaborations were possible and needed as viewed by our Executive Committee. (program issue)

· We had proposed to collaborate with the Levin Group, which was going to help us in understanding how to implement protocols in dental offices.  Because of staff changes at the Levin Group…[they were] unable to actually help implement or pilot the studies.  Our CRAs, with their professional backgrounds were able to do the provide office staff and dentists with study patient scenarios and work flow recommendations that we thought the Levin Group would provide… We have had initial conversations with a think tank that might help with study design in the context of the dental practice milieu.  (program issue)

· We proposed to use a central IRB, BRANY, but we were not aware that BRANY would make each practice site independent.  That meant if we made a change in the protocol, BRANY would have to re-certify each site, at a great cost in time and money. As we implemented studies, we wanted to be able to make modifications without undue cost.  Now each practitioner-investigator is appointed as a Adjunct Research Associate to NYU.  As such, they are eligible to use the NYU IRB, and this IRB is attuned to the PEARL mission.  (program issue)

· We changed our definition of tiers in the network.  Initially, we meant for tiers to be defined geographically, but now we are looking more at capabilities to conduct randomized controlled trials than geography.  (program issue)

· We had planned for our network to have a limited geographic range, probably within 200 miles of New York City…  We are right on the targets we had laid out, but we do have some members from states far away.  We tell them about networks closer to them, but if someone wants to join our network, we will accept them. (program issue)

· A key realization for us was based on the experience in medical PBRNs that about 30% of the practices in the network will participate in the study.  We should have designed PEARL to have 300 practices, not 100.  We also learned that we had to recruit to the study and not to the network for some studies. (program issue)

· We have promoted changes in the leadership structure.  Having one Network Chair to do everything is not realistic and a single Chair would be over-burdened.  Our Executive Management Team (EMT) structure is more business-like and less academic.  The EMT also gives each of us recognition and a feeling of involvement.  We interact about 3-4 hours weekly, with regular face-to-face meetings on Mondays and Thursdays.  Our NIDCR funded Coordinating Center Program Director, Don Vena of EMMES joins us regularly by phone and occasionally in person.  Each of us reports to the group during these meetings.  I think it would be difficult to do this at a distance, and it must be difficult for the networks with multiple universities to maintain communication.  We also switched from the proposed four cores to three cores (Recruitment, Retention, and Operations; Protocol Development and Training; and, Information Dissemination). (program issue)

PRECEDENT

· We are trying to expand with Friends of PRECEDENT. We might need a larger base of trained practitioner-investigators to choose from for a more complex study.  I would like to have 150 solid practitioner-investigators to choose from plus another 20-30 for simpler studies. We might start using Study 2 as the requirement for entry (membership) rather than Study 1 and close out Study 1.   We might have to go beyond our initially identified five states, but it will be hard to have sufficient contact if we add more states.  (program issue)

· We might need more regional coordinators. (program issue)
· We are also trying to enroll more practitioner-investigators who work in community clinics.  Without a concerted effort, we won’t get anybody from a community clinic to participate. Five of eight recently trained members and about ten practitioner-investigators in total are from community clinics.  We have also spoken with someone from CROWN, a dental network at Case Western Reserve University, about collaborating with practitioners in community networks.  If we enroll about ten CROWN clinics and our current ten clinics are active, we could identify topics of interest to public practitioners; we consider that their topics would differ from those of private practitioners.  (program issue)

· We are also putting together a network of orthodontists.  They should have a separate set of issues for research. (program issue)

Recommendations for a re-issued RFA

   General recommendations, which were proposed by multiple respondents
· More specificity on number of studies expected, although one faculty member did not think that the number of studies should be specified at all

· More specificity on types of studies expected

· More realistic budget expectations so budget cuts are not made after the application has been submitted

   Specific recommendations, which were proposed by at least one respondent
· Requirement for professional-level CRAs at CC or Network Chair 

· Clearer definition and justification for DSMBs

· Clarification of program goals: In regard to practice change as the goal of the PBRN program, I question in whom will this change be measured?  It is not reasonable to search for changes throughout the country.  Our members are a self-selected, small percentage.  

· Clarification of expectations about dissemination of results: We will have to make a major effort to disseminate results of our research.  This round of the PBRNs will probably fall short here, which is acceptable because the RFA was almost silent about this.  
· Allow flexibility about IT requirement at the practice site level: It is okay to keep the IT requirement but be realistic that not all practitioner-investigators will meet the requirement, so we have to be flexible to allow for maximum participation.
· Reconsideration of separation of Network Chair and Coordinating Center applications: One question that I have is why the Network Chair was separated from the Coordinating Center by the RFA?   How do the Network Chair and the Coordinating Center Chair work together?  A closer linking of the two might have gotten the studies implemented sooner. 


Potential efficiencies in centralizing some functions, such as one network or one coordinating center, if PBRN is refunded

No faculty member endorsed the idea of consolidating the three networks. Possible disengagement of the practitioner-investigators, failure to gain efficiency, and disruption of existing relationships were the most frequently expressed objections.  

Representative comments follow.

The absorbing network would need an increased budget.  We still need a structure that is responsive to the region.  We still need regional coordinators who are sited geographically.  We have roughly one regional coordinator for 25-50 practices.  It is not clear that money or time would be saved by consolidating the networks.

… introducing one network now rather than three might be disruptive.  Ours is truly a regional network.  The practitioner-investigators take pride in being part of a regional network.  One of the advantages of having three networks is the diversity of ideas and research topics.  With one national network, we might not be able to develop as many protocols and get as many studies opened.    How would we prioritize studies if there was one network?  There are likely to be differences regionally in the importance of topics, although there would be some topics of national interest.  The study output would likely decrease with just one center.
The thought of covering the whole country with one network or one coordinating center is a little overwhelming.  There could be a problem if the needs or research interests of practicing dentists varied by geography. The practitioner-investigators are probably more engaged with regional networks than they would be with a national network.  I don’t know if the members are attracted to the network because of their graduate school affiliations.  It would be possible to maintain a network of practitioners across the country but it would be hard to maintain quality.  The optimal size of a network is probably less than the whole country.
Faculty were more positive but still skeptical about the possibility of one coordinating center.  Potential advantages were noted in terms of quality assurance but possible disadvantages included loss of practitioner-investigator engagement, reduced overall research productivity, and an overwhelming workload. 

Representative comments follow.

There would be advantages to one Coordinating Center for all three networks.  There would be a certain level of data integrity that could be counted on.  Queries, stopgaps, etc., would all be handled the same way.  Right now, our network has a quality assurance plan for monitoring and data quality …that …should be standard, and this could be true with one Coordinating Center.  Knowledge by the public of the level of quality assurance in the PBRNs would give us lots of credibility.  If NIDCR clinical studies are going to sit at the table with medicine, you want quality assurance.  Another advantage of one Coordinating Center would be more control over the operations.

There was another RFA issued in the past several years that proposed a consolidated coordinating center, so I have thought about that for the PBRN. Now, I think the multiple coordinating centers and multiple networks approach is stronger for the practice based nature of these networks.  The three coordinating centers are all doing a good job using widely varying methodologies.  The sorts of studies being conducted by the three networks are different.  We might not get this with just one network or one coordinating center.  At the practice level, we  have selected practices that could use electronic data capture, but this is different across the networks.  I don’t think the NIDCR is likely to save any money by having one coordinating center.  The engagement of practitioners would be decreased by one coordinating center.  

One faculty member noted that the collaborative nature of the program ensured that the three networks and coordinating centers would learn from each other and also that NIDCR could learn about the kind of research infrastructure best suited for dental PBRNs:Working with the other two networks has given us useful information. We have monthly teleconferences for the three networks, and we see the minutes from the committees (PIRG, Informatics, ONJ, Directors). What we have is an experiment in developing PBRNs with a sample size of 3.  

Section 2:  Administrative organization

Prior and current Network Chair and Coordinating Center relationships  
Background. Each network differs from the others in regard to the identity and location of the Coordinating Center. The major administrative structure for the DBPRN includes the location of the Network Chair and the Coordinating Center within the same University and on the same campus; the relationship between the two entities was established and operational prior to the release of the PBRN RFA.  In contrast, PEARL selected a contract research organization for its Coordinating Center; the two entities had no history of working together and offices are located in different states.  At PRECEDENT, the Network Chair and the Coordinating Center are located within the same university campus but the Coordinating Center subcontracts with a contract research organization that is geographically near; there was a prior working relationship between the Chair’s Office and the Coordinating Center but neither the Chair’s Office nor the Coordinating Center had ever worked with the contract research organization before the RFA was released.  Moreover, PRECEDENT has a Network Chair and Co-Chair leadership structure, unlike the other two networks, although DBPRN began the project with a Chair and Co-Chair design.

All faculty were satisfied with the administrative organization in place at the time of the evaluation.  Representative comments follow for each network separately.

DBPRN. The Coordinating Center had a lot of prior contact with the School of Dentistry. The Network Chair did not have to select us for the CC, but we did have an existing, successful relationship.  One of the CC faculty members did most of the writing for both the Network Chair and the CC applications. The Network Chair and the Program Manager from the Network Chair’s office attend our weekly staff meetings, during which we review the status of each study.  The CC PI and the Network Chair also interact multiple times weekly outside of the staff meeting.  Other CC faculty interact by e-mail or phone at least weekly the Chair.  We have had no problems incorporating the PBRN project into our existing relationship. 

We initially proposed to have Network Co-Chairs.  We received feedback from the NIDCR Program Director that this might not work out but we wanted to try it.  We started out with Co-Chairs but we had differences in management styles and the Executive Committee voted to approve having just one Network Chair.  This was not a budget decision.

PEARL. (This network had discussions with NIDCR staff that led to interviews with several potential CCs prior to the preparation and submission of the proposals.) My gut feeling is that EMMES is the best thing that ever happened to us – very professional and efficient.  EMMES had NIH experience, a good system for electronic data capture, and an understanding of the need for follow-up on practices and patients. The separation of the Network Chair award from the Coordinating Center award was not a problem for us.  NIDCR has the authority to step in if the Coordinating Center underperforms.

The Coordinating Center Principal Investigator is always accessible.  We have phone conferences twice weekly.  He has a separate meeting with the CRAs that I do not attend.  This way the CRAs have their own relationship with the CC and are comfortable to ask questions… EMMES is more academic and more conservative than some industry CROs, which is appropriate for NIH-funded research.  EMMES is not too conservative, in this manner it allows for flexibility in conducting PBRN standard of care studies.

PRECEDENT. When we were thinking about responding to the RFA, I contacted OHSU, which has the only other dental school in the region and a small commercial research effort.  OHSU was also thinking about applying.  The current Co-Chair and I knew each other already.  We decided to work together and divided the Chair responsibilities.  We have found no structural barriers to having a Chair and a Co-Chair.  A lot depends on the personalities involved.  We were not discouraged by NIDCR from having both a Chair and a Co-Chair.

The Coordinating Center has a long history of working together with the Network Chair on clinical dental research. There was no requirement from the University that we work together, but almost immediately we decided to.  The Network Chair group and the Coordinating Center group meet separately.  At the beginning, the Coordinating Center PI participated in the Network Chair meetings. The recent physical relocation of the Coordinating Center from the Health Center to the Tower and the transition of one shared staff member to one who is now dedicated to the Coordinating Center might decrease direct communication between the Network Chair and the Coordinating Center.  

The relationship with AXIO is brand new.  In the past, our Coordinating Center had not done multiple centers research.  My role in past projects was to write applications and develop protocols.  I recognized that I needed a CRO, an organization like AXIO, to assist with the PBRN project.  I considered creating the capabilities here at the University, but when I talked to colleagues, several people recommended AXIO.  We did not discuss it with anyone at NIDCR.  I had heard of AXIO before.  Strengths that AXIO brought were a history of multi-center projects, electronic data capture, knowledge of regulatory requirements, and quality assurance. The sites do not deal much directly with AXIO except that AXIO staff train the sites in how to do data entry and deal with data queries.  AXIO’s role focuses on issues surrounding data capture.
All Coordinating Center staff meet monthly.  Committees and work groups, such as the operations group, the CRF group, and the statistics group, meet every week or every second week. Currently, the principals at the Coordinating Center and AXIO communicate weekly by phone and e-mail.

Academic versus commercial CC

Across the PBRNs, the faculty saw advantages of all existing arrangements and there was no clear preference.  

A representative comment follows. The Coordinating Center faculty spend a lot of time with the Coordinating faculty from the other networks, so we are able to judge the differences.  The CRO model does have flexibilities that an academic CC does not have.  For example, … administrative and management decisions can be made quickly.  Our academic model has resources (such as access to experts in multiple fields) and infrastructure (IRB, Internet, electronic hardware and software) that the CRO does not have.   The geographic proximity of a university-based Coordinating Center to the Network Chair’s office does facilitate interactions; however, data management would be the same whether an academic or a CRO model was used. The Coordinating Centers interact through CONDOR, and each Coordinating Center is doing a good job.  

Role of dental hygienists

No network has implemented a study requiring significant dental hygienist involvement, although hygienists are involved in the research at both the practice and the administrative levels.  In the practices, hygienists work with the practitioner-investigators to identify and recruit patients and to collect data.  At the administrative level, many of the Regional Coordinators at the DBPRN and PRECEDENT sites are hygienists. 

Section 3. Interactions with NIDCR

Award mechanism

Satisfaction was expressed by the three Network Chairs except for the annual carry-forward request.

A representative comment follows: 

The Cooperative Agreement mechanism has presented problems with the single year release of funds and the requirement to request, re-budget, and justify carry-forward amounts about four months after the fiscal year has ended.  Because we have separate budgets for each region, the carry-forward has to be written separately for each region, and this is tedious.  There can be a delay of six months or more from the time the grant year ends until the carry-forward is approved and the account is available from which to spend at the university level.   Maybe there could be a simpler mechanism.  With a regular NIH grant mechanism, the unspent funds automatically go over to the next year.

Program Director/Project Officer
General satisfaction was expressed for both Program Directors.
Representative comments follow.
Both Program Directors have been very involved.  There is a lot of e-mail communication.  We are kept current on oral health research.  The Program Director could take more of a leadership role in CONDOR committees and teleconferences; it seems reasonable to me that NIDCR would have active leadership in that respect rather than having leadership rotate between the three networks.  The Program Director has been essential in the networks working together.  Traditionally, we view other grantees as competitors, but in this case we have worked together very well.  The reality is that the three of us could be competing for one network in four years. Given that fact, it is remarkable that we have enjoyed such a high level of genuine collaboration.
We have a better network because of the two Program Directors.  Our first Program Director was very knowledgeable about medical PBRNs and their lessons learned, so he kept us from re-inventing the wheel.  The current Program Director has been excellent at getting things done, such as helping us understand IRBs and regulatory impacts and getting the three networks to work together.  

One Network Chair expressed concern: The current Program Director is supportive and helpful, more supportive and less directive than the prior Program Director.  We do not want anyone from NIDCR to dictate to us.  In the beginning, we were not sure how much autonomy we would have. Most of us were not prepared for the monthly calls with all the networks.  We did not know, for example, that we would have to work out terms common to all networks.
Project self-assessed progress metrics

Faculty expressed neutrality to dissatisfaction.  Several respondents questioned the utility of the information from the metrics to NIDCR and the burden to projects in collecting and reporting.

We shot ourselves in the foot with the metrics.  We didn’t expect to have them, but we were asked to document what we were doing.  In an effort to be cooperative, we chose too many. We’ve gotten more used to them, and we are using appendices for detailed documentation, but it takes over a month for several people to get the metrics data together for the annual report.  It does seem that we are shuffling paperwork and there could have been a simpler process.

Strengths and challenges of the trans-PBRN study compared with site-initiated studies

No faculty member expressed concern about the importance of the topic or the suitability of the networks, collectively, to address it.  Advantages and challenges of the committee approach to developing the protocol were expressed.  Reservations about the interest of general dentists in the topic were expressed.  Reservations about doing case-control studies in general practices were expressed.

Representative comments follow.

The advantage of developing the ONJ study the way we did is that we tapped into a lot of expertise from multiple researchers, multiple universities.  The disadvantage is that the more people involved the more time it takes to things done.  Overall, the trans-PBRN design was a net positive.  Could there be ways to increase the efficiency of the ONJ or another trans-PBRN study?  The ONJ study was not envisioned in the RFA but evolved.  It had to be trans-PBRN to get enough cases.  It might have been more efficient to designate a single leader for the ONJ study rather than having the leadership committee, but this is an administrative issue and not a substantive issue. 

There were several problems at the beginning.  The presence of multiple IRBs created problems.  There were diverse opinions among the committee members about study design.  We had to work out compatibility in record systems and instruments.  Getting cases in individual practices was not as easy as we anticipated, because the ONJ cases tended to concentrate around hospitals.  Some decisions were not made in a timely manner.  There was no real problem with the topic, and the leadership of the networks accepted the topic.  Practitioners said they would not know how to deal with ONJ if they saw it.
NIDCR saw a window to promote PBRNs when the ONJ story broke, but NIDCR underfunded the study, in my opinion, and it is taking a tremendous amount of resources for completion.  For example, one of the problems with the ONJ study is that the data do not exist in many practices in the northeast because ONJ patients go to major medical centers for treatment.  There was no clear leadership for the study at first.  One of the issues for the ONJ study is in merging the databases from the three Coordinating Centers.  There was a misdirection of effort at the beginning but the study had to be done.  There is now a nice working relationship among the networks on the ONJ study.  The publication resulting from the study will be the first large-scale study on ONJ.

Cross-network studies are not a bad idea, but the design of the ONJ study, a case-control method, might not be the best for practices.  The topic did not come from practitioners but was chosen by NIDCR; however, we recognized that ONJ is an important topic and the study could provide good visibility for the networks.  The networks have worked together reasonably well on the study, but we did not have a lot of expertise in ONJ, epidemiology, or case-control methods.  That expertise would have been helpful.  There was other expertise.  The process of designing and implementing the study was somewhat slow.  The nature of a case-control study was difficult for some, but we finally reached a compromise. Trying to design and implement this study by committee was hard; it would have been better to identify the appropriate expertise and assign responsibilities to individuals.

Project sustainability after NIDCR funding is over

All Chairs endorsed the importance of the NIDCR funding in establishing the network and attributed success in making the networks operational to the presence of sufficient funds for infrastructure.  All networks are trying to secure alternative funding but acknowledged that funding on a study by study basis would involve many challenges.  One Chair stated that his network could not survive without NIDCR funding.
Representative comments follow.
NIDCR funding moved practice-based dental research in the U.S. from nearly zero to where it is today.  NIDCR had the courage to fund dental PBRNs in a way (long-term and sufficient for infrastructure) that allowed us to surpass the medical PBRNs …  the dental PBRN field has clearly caught up with - and I would say, has surpassed - the medical PBRNs in several ways.  The dental PBRNs are exerting a leadership role in PBRN research in regard to the number of practitioners involved and the types of studies being conducted. 

If funding is cut, we would seek support through R01s or other sources.  The application for single studies is problematic for medical PBRNs; the NIDCR-supported infrastructure permits us to retain staff as we seek funds to support individual studies.

If NIDCR does not support infrastructure, the networks will probably fall apart.  We could not do big studies without an infrastructure in place. We could go after individual grants to support one study at a time.  Some medical PBRNs are sustained that way, by a series of grants.  That could be problematic for us, because study section members might not see our topics as high priority so we might not be funded. R01 grant applications for some of our studies might not get high enough priority scores to get funded.  NIDCR could set up a separate funding stream for practice-oriented studies, but we could not compete with regular R01 applications. NIDCR funding of the infrastructure gave us the base to generate research ideas from the practitioners, to identify the important topics rather than searching for topics that could be funded and spend half our time trying to get grants.  

Issues to be resolved 
· … we all had to learn the nature of the studies that can be undertaken in the network and satisfy the Protocol Review Committee and the Program Officer Early on we designed a study that we thought was important. It involved an attempt to change the diagnostic approach to caries.  In its initial form, the study was not crafted as well as it could have been, but it was designed more to teach dentists than to get them to do research.  The NIDCR Program Officer would not approve this study.  This set us back, and our immediate response was that we would not touch caries again as a research topic.  Subsequently, the type of study that we proposed is being pursued by other influential groups, such as the ADA.  However, we have not abandoned caries diagnosis and management studies.
· We have experienced delays getting our Noncarious Cervical Lesions Outcomes study going because we do not have a Data Safety Monitoring Board.  We had proposed to establish our own DSMB, but NIDCR wanted to convene the DSMB.  We learned in March that NIDCR would establish the DSMB, so we trained our practitioner-investigators at the Annual meeting in May and we were ready to launch the study.  NIDCR has had to delay the launch by having to convene a trans- PBRN DSMB.  We understand the delays however our practitioner-investigators do not although we try and keep them informed.  We will have to recalibrate by repeating P-I training before starting the study.

· We have some concerns about the new Guidelines for Clinical Terms of Award.  The Guidelines call for tracking of subjects screened, approached, and enrolled, but we don’t do this as it was not part of the RFA.  In regard to the guidelines criteria for Internal Quality Control, we send out the CRAs but will this be enough?  The Guidelines require that any protocol changes go to NIDCR before going to our IRB, is this necessary?  

· It would be helpful to have specific guidance from NIDCR about the number and types of studies expected for the remainder of the contract.  Should they all be RCTs? The operations group runs at least 2 years ahead so that proper oversight can take place.

· NIDCR wanted to have one DSMB, with members who were well-trained and knowledgeable about dental PBRNs, apparently, but this has delayed our progress.  The real question is whether we really need a DSMB for our studies?  Our studies have no safety issues….
· The data curation process with NCI is much too long.

· Given our understanding of how the networks were expected to collaborate, we felt comfortable going forward with sharing our ideas and approaches but our offers to the other networks were declined.  Even before CONDOR, we got together with an investigator at another network Florida about collaborating by each designing studies that we and other networks would conduct.  I would still be happy for another network to use one of our studies and glad to consider theirs for our network.  A sense of competition among the networks inhibited collaboration at the beginning. Although NIDCR said from the beginning that collaboration was required, the feeling was still that only one network would be funded in a second round.
Section 4.  Role and Importance of PBRNs

Research methods most appropriate for PBRNs  

All agreed that RCTs could and should be done but that these should be simple and matched to the research question and the practitioner-investigator interests and skills.

Representative comments follow. 
PBRN research should run the gamut from chart reviews to randomized, controlled, clinical trials.  … The beauty of PBRN is that it uses real-world practices and real-world practitioners conducting a range of research activities desired by the practitioners.  Some want to do only chart studies, some want to do middle of the road research, and some want to do randomized, controlled, clinical trials.  
Whether to do an RCT depends on the nature of the research question and the willingness of the practitioners to maintain equipoise.  

To increase the complexity of the studies, you would need to increase the funds available and the number of practices participating.  It would be difficult to estimate how much more money would be needed for clinical intervention studies, but most of the costs are in staff.  We would need a substantial increase.

Most of the practices in the network are solo practices, so they have limited time, space, and staff.  Dedicated research staff employed by the practice or available to the practice would make a difference.  We are not concerned with reaching a limit on the intellectual capacity of the practitioner-investigators, because the intellectual curiosity and intellectual ability are clearly there.  It is the charge of our network to direct practitioner-investigator enthusiasm into valid research and to provide access to reasonable research methods through the network infrastructure and the CC.  

Limitations will exist in the areas of instrumentation, space, and training rather than in the kinds of research. Both effectiveness and randomized clinical trials are possible. The number of studies conducted is less important than the nature of the studies.  With training and exposure and standard of care treatment arms, the skepticism on the part of the practitioner-investigators about randomized treatment studies has diminished.  Before this, most of the practitioner-investigators would have rejected a randomized treatment study.
Case-control studies are not most appropriate because it is hard to motivate the practitioner-investigators for case-control studies.  The study of rare cases is not appropriate.  We have no problem with the idea of a clinical trial, but not every research question needs to be answered by a clinical trial.  

Any RCTs conducted in the practices must also have simple outcomes.  We want to use what dentists really do clinically for outcomes.  The protocol review committee sometimes wants more sophisticated outcomes, but we keep it simple.  


We have the capacity to do randomized trials. In fact we have one randomized trial (with a behavioral outcome) underway and another randomized trial with a clinical outcome awaiting IRB approval.  Randomized trials require good preparation.  Practitioners need time to do training, and first they have to be trained in research.  It is realistic for us to do clinical intervention research, but one obstacle is the tendency for the dental community to be timid when it comes to randomization.  The practitioner-investigators believe in too many treatment options, so narrowing the number of treatments to test has been difficult.  The practitioners also have reluctance to randomize patients to treatment because the dentists believe they know what is best for each patient.  
Dissemination of PBRN research findings (see also Section 5)
There was general agreement that dentists change their practices based on their own experiences or on the experiences of trusted colleagues and that publication of findings in peer-reviewed journals is unlikely to lead to change.  All networks rely on a variety of dissemination methods, particularly the annual meeting, and work to insure active engagement of the members in presentations and discussions of PBRN research results. 

Representative comments follow. 
We are trying everything to get information out.  We know that being a passive listener in a continuing education course is not effective in changing practices. We know that, even though some journals are read more widely by practitioners than others, an article in a peer-reviewed journal is not effective for changing practices immediately, although we do need to publish our findings.  We present findings in newsletters, on the website, and at the annual meetings.  We also ask the practitioners to provide testimonials to bring home their experiences at a personal level.  We put these on the website and print them.  The dentists like to see their photos and words and this is an ice-breaker to get dentists talking.
… data from the members’ own practices really influence their acceptance of the findings.  The members are also interested in data from practices they know about (that is, geographically close to them) because those patients are similar to their own patients.  The opinion of a fellow practicing dentist is more influential than the opinion of an academic dentist, especially if the practicing dentist is from the same state.
It will be difficult to change dental practices based on research data because dentists learn from each other. They have a what-works-for me culture that is hard to overcome, but we are hoping that, if the dentists participate in the work and see the results, they will change. 

Release of preliminary, partially analyzed data
All faculty identified the conflicting aims in the release of preliminary data: study integrity and reliable analyses versus engagement of practitioners and grant management.  Discussions about preliminary release of data had occurred in faculty and administrative meetings of all networks.  The absence of studies requiring DSMBs was associated with a lack of written policies regarding release of interim findings.

A representative comment follows. We are very careful about releasing interim results; however, we are caught between conflicting aims.  We can’t wait two and a half or three years to release data because interest within the Network wanes.  We therefore take at a snapshot of the data about half-way through subject accrual to keep the practitioner-investigators interested, to keep our network in the public eye and as a data quality assurance assessment. We also need to have data released to be able to sustain our network in the future. On the other hand, we are concerned about the possibility of introduction of study bias with the report of interim data and don’t want to bias the outcome of the studies.  We have had lots of discussion about this in the [leadership meetings].  

Potential and realized value of dental PBRNs 
Representative comments are organized into six categories, which are presented below with representative comments.  There was general agreement among the faculty members about the value of dental PBRNs.

(1). Educate dentists about research

· Practitioner-investigators know that the data they generate is not like the data they receive from other sources.  If the PBRNs educate the practitioner-investigators to the extent we believe they will, the basic researchers will have an audience for their data.

· The practitioner-investigators have a unique skill set – manual and knowledge base.  The PBRNs are a resource to educate dentists so they can talk to their patients about more things than routine dental care, such as newer drugs they may be taking.  Dentists are widely under-utilized in the health care system.  Next to MDs, dentists are the most highly trained medical personnel.  The PBRNs could be used for screening; a nurse could be stationed in the offices to screen for oral health and systemic diseases.

(2). Contribute to the national oral health agenda

· Practitioner-investigators and practitioners should be involved in setting the research agenda of NIDCR.  In the PBRN, dentists start thinking about what they are doing in their practices and look for evidence to support clinical decisions.  They can inform the NIDCR about research questions and then use the data to inform their own clinical practice in a feedback loop.  The NIH mindset of bench to bedside might not be the best paradigm to change the practice of dentistry; a bench to community approach is more appropriate.  
· The dental PBRN program also completes the cycle of NIH/NIDCR funding.  Most research ideas are generated in an academic setting, conducted in a lab, maybe followed by a translational piece, but then what?  Industry takes over.  Instead, NIH/NIDCR could take the research from translation and test it in the PBRNs, test it on real United States citizens and real practices.  

(3). Develop an evidence base to inform dental practice

· Dentistry is behind medicine in developing evidence-based practices, although some of the dental schools are making progress.  The PBRNs promote evidence-based practice and show its value.  Dentists do receive some continuing education but most are too busy making a living to spend a lot of time in classes.  The PBRNs generate a basis for evidence-based practice.
· The PBRNs are heading toward comparative, effectiveness research with patient-reported outcomes.  The FDA is also moving toward these outcomes, in terms of measuring quality of life.  The dental PBRNs have the potential to effectuate change in the dental profession but also in the population at large.  Clinical research is not taught in dental schools.  

· Data being collected by the PBRNs are not being collected anywhere else.  No other group is doing the research being conducted by the PBRNs.
· The PBRN research moves from select patient groups typically used in randomized clinical trials to a larger pool of patients.

· The quality of data coming from our network is as good as the data coming in from [industry-sponsored] clinical trials, because the studies are simple and the forms are simple. 

(4). Disseminate practice-based research findings

· I believe that the PBRNs are raising the bar for dentistry and will change dental school curricula. I would like for our network to have a Director of PBRN Dental Faculty whose job is to disseminate knowledge generated by PBRNs to the dental school(s); this would change curriculum.  
· Clinicians like to be involved in research.  The PBRN is one of few possible ways to get involved in research that has clinical meaning for the clinician.  This is a way to influence practice. PBRN results are generated by real life practitioners, so you would expect a faster acceptance of results among practitioners. The networks are a way to disseminate research results and information in a novel way.
· The PIRG study will give us a systematic way of measuring impact and good information to present to Congress.  We are asking for baseline and annual reports on studies for dentists in and out of the networks.  All network practitioner-investigators will be asked to respond, and non-network dentists will be sampled.  

(5). Disseminate information about creating and maintaining practice-based research networks

· The best way to solve problems is to get all the constituencies involved.  In the PBRNs, we are engaging dentists, hygienists, and patients.  NIDCR took a big and bold chance in funding the PBRN program…The NIDCR exerted leadership and demonstrated that PBRNs work with dentists, and now they have an influence on medical PBRNs.
· We have set an example and can contribute to lessons learned and guidance about implementing practice-based networks.  

· The dental PBRNs have now surpassed the medical PBRNS in data sharing and in the use of professional-level CRAs. Although the expectations about the type of research conducted in medical versus dental PBRNs might not differ, in our PBRN we have RCTs but with fewer patients and more sites.  We have set the stage for what can be done in properly supported PBRNs.  The medical PBRNs are struggling to engage practitioners and do studies that are valued by practitioners.

(6). Participate in health care reform

· All of our studies have patient-centered outcomes, such as pain and the alleviation of pain as well as quality of life.  
· We now have a system in place to look at dental diagnostics.  We now have a centralized reporting system with trained practitioners in the field for early surveillance of dental disease.  We have a defined group of practitioners in place for technology transfer.  We can do basic science translations. 

· Here is my vision of dental PBRNs.  We are training a cadre of dentists who take a medical history that should include drug safety and drug surveillance.  It would add a lot of dimension to Phase IV approval studies for side effects to be documented in dental practices. The dental PBRNs are poised to do drug safety and surveillance studies. The dental PBRNS offer educational processes for creating future dental faculty. 

· PBRNs should provide oversight of practicing dentists.  There is currently no oversight, and insurers won’t tolerate the cottage industry approach for long.  The PBRN dentists are tethered to a university and are trained in good clinical practice, quality assurance, and research. 
Section 5: Examples of Good Practices

Practitioner-investigator recruitment and retention
PEARL. We recruit dentists with the following credentials and resources:

· At least five years experience in practice

· Internet access in the office

· Office staff that includes a hygienist or office manager

· 2-4 hours per month available for research

We want practices with high recall rates because that’s how we will get follow-up data.  We have to be able to characterize the office to know which practices to recruit. We classify practitioner-investigators into one of three levels of expertise based on staffing, space, and time.  Here is the bottom line.  From our pool of naïve investigators, we probably have 30 who are qualified to do an RCT.  A practice must have an office manager to do these studies.  Only 30% of practicing dentists, as reported by the ADA have office managers.

The only way to recruit members is preferably face to face or secondly by phone.

When I recruit new members, I point out to them the benefits of doing research within the PBRN network rather than in industry.  In both cases, they will be interested and compensated; however, as members of PEARL, they will also contribute to the advancement of their profession, be members of a professional association, receive newsletters, and be treated with collegiality.  

We structured the kinds of practices we wanted.  I spent a great deal of time trying to recruit community dentists, that is, dentists working in community or public health centers.  We would have to place a CRA in each community practice to be able to do research because the public dental practice business model does not allow for research.  We are also working with the University of Texas in San Antonio to see if we can get practitioner-investigators in the border clinics.  We could spin this off into a separate grant, called PBRNs and Community Center Participation.

The average age of the PEARL members is 45-46, which is the same as in medical PBRNs.  Many of our members serve the upper socioeconomic levels of the population, so we recruit to get more diversity on the target population.  For example, many practitioner-investigators did not see enough deep caries patients for the deep caries study, and the Executive Committee suggested that we recruit from community practices.  We have recruited from the Small Smiles dental clinics in two states.  They serve underserved populations. We have a tiered population recruitment strategy to support diversity. 

We spend a lot of time and money to train dentists.  Then we have to be concerned with how to keep them in the network (retention).  Retention is an on-going process for PEARL. We provide lots of interactions for them with the CRAs, so they know we are committed.  They know that this is a business arrangement.  We also use FDA terms rather than academic terms. I believe that the practitioner-investigators appreciate the candor and the business-like approach that we have adopted.  The word on the street is that we are serious about research, and I frame it that way when I recruit members.

Development of a research agenda
DPBRN. We had a general research agenda from our interactions with practitioners in earlier years, before the NIDCR funding for PBRNs.  We heard again and again that restorations were the bread and butter issues in daily practice.  We hypothesized that there would be variation, regionally and internationally, in the timing of surgical interventions; we assumed that dentists in the south would put a bur to the tooth sooner than others, that Scandinavian dentists would be the most conservative, and that Health Partners and Kaiser Permanente would be in the middle. We also hypothesized that there would be variations in types of materials used.  We and practitioner-investigators from all regions wanted to have a series of studies addressing restorations.  One of our goals was to try to move the practices to more conservative, preventive approaches. 

In Study 1, we asked hypothetical questions about when and how to intervene at different stages of decay, and, in Study 2, we asked for cross-sectional, baseline practice data for the same questions.  These two studies supported our hypotheses.  

Study 3 is a continuation of the series.  We hypothesized that a lot of practitioners were too eager to remove a whole restoration instead of repairing when there was a limited defect.  A series of hypothetical questions about repairing defects was asked in Study 1, and Study 3 addresses actual practice.  Study 5, restoration failures within the first three years, is a logical follow-up to Studies 1 and 2.  Study 6 is about questionable occlusive caries lesions.  We intentionally chose a diagnostic gray zone, knowing that there will be variability but also the opportunity to move to prevention and a more conservative approach.  Study 6 documents the approach currently used and its 2-year outcome; in a subsequent study we will design a randomized clinical trial that reflects what is learned from this study.

IRB Interactions

PEARL.  Now each practitioner-investigator is appointed as an Adjunct Research Associate to NYU.  As such, they are eligible to use the NYU IRB, and this IRB is attuned to the PEARL mission.   For example, at the beginning of the project, we were using the NIH training on the protection of human participants in research, but we started using the NYU CITI.  We thought it was too long for our practitioner-investigators and we worked with the NYU IRB about which modules were most important to us based on the study designs we use.  We were able to modify the CITI tutorial, reduce the amount of required training, and satisfy the NYU Medical School IRB. We have since had medical PBRNs approach us to use the modified tutorial and we are pleased to share. 

Minimizing the impact of research on practices

DPBRN. The Executive Committee defined “no more than minimal impact on practices” for the earliest DPBRN studies with the following guidelines for studies implemented to date.

· A study cannot require changes to the practice’s recall procedure for the early studies.

· Verbal consent will be used when possible and when approved by the IRB; a short IRB-approved consent form will be used otherwise.

· The data collection form will be 2 pages or less in length for the early studies.

· Web-based data entry will not be used in very many of the AL, MS, GA, or FL practices because that requires technology and staffing that might not be reasonable in many practices.  This was a departure from the RFA requirements and was a specific request of the practitioner-investigators on the Executive Committee because they felt strongly that it would contradict the basic PBRN principle of trying to customize the research process to the current capabilities of each practice.
DPBRN.  In regard to correct identification of patient, tooth, and surface, we provided stickers, packets of pre-populated data collection forms (patient, tooth, and surface printed), written guidance, and training from the regional coordinator.  There was also a limit to the number of restorations per tooth and surface for a tooth accrued to the study, so this also makes identification easier.  We simplified the questions requiring clinical judgments to minimize ambiguity or confusion.

PEARL. It is not easy to design studies that are important to practices but not disruptive and that will yield data quickly. Our studies are designed for practitioners.  For example, we have restricted the long-term studies.  We started one study as a long-term study but then changed it to a one-year study.  We are basically working with naïve investigators and training them to a certain knowledge base.  In Study 0705 (Outcomes for Endodontic Treatment and Restoration of Teeth in General Dental Practice), for example, except for the extraction of data from patient records and the patient ratings, every step of the study is what a practitioner does normally.  

Electronic data capture
PRECEDENT.

· The Clinical Trials Workbench is how the practitioners use the web to enter data.  The practitioner-investigators have limited contact with the website, so it is made simple for them.  Training on the Web site is provided in a number of different ways:

· Practitioners were introduced to the Web data entry at a PRECEDENT meeting;

· Axio staff conduct telephone training individually with staff from each practice.  A demonstration Web site is available for training and practice.  Staff are encouraged to return to the demonstration site to practice.

· An instruction manual with step-by-step instructions is provided as part of the Study 001 Procedures Manual;

· Staff at Axio are available by phone and e-mail to answer questions. 

· The practitioner-investigators don’t just browse the website and probably will not.  If we wanted them to see reports comparing their enrollment with other practices, we would send that in a newsletter or an e-mail package.

· Our electronic data capture system is a commercial system that is consistent with NIH requirements: passwords; password re-setting; data encryption coming and going; protection of participant’s identity.  Only the sites are able to change their own data.  During training, data entry is demonstrated.  There is also a training website.  We had no big problems during training.  Rolling the PIs out in waves, that is, five to ten practices enrolling at one time, was helpful in training.

· Data queries are generated two ways: automatically or by the coordinator.

· We have a weekly review with one of the regional coordinators about site performance or data entry queries. Reports of site performance are reviewed at the Coordinators’ meeting. 

· The eDC system makes all study data immediately available to the regional coordinators for review … printed reports are given to the coordinators so that they have them in advance of a site visit.

Quality Assurance 

PEARL. I want PEARL studies to be run like pharmaceutical studies.  There is a certain level of control that we have in PEARL that assures us of data quality

· Requirement for on-site research records

We have contracts with Practitioner-Investigators for each study. This is a business-like approach that shows the seriousness of PEARL.  The contract includes a projected timetable, responsibilities of the PI, and commitment to monitoring and oversight.  Telling dentists upfront that they will be audited is helpful because then there are no surprises. 

· Professional CRAs

· Manual of Standard Operating Procedures

Engagement of practitioner-investigators in research results

DBPRN.  We wanted the network members to see that there were differences in practices.  At the Annual Meeting, we prepared packets of results for each practitioner-investigator and then had lecture and panel presentations of the findings.  Then we had break-out groups, separately for each study, to discuss the results.  We learned from the PEARL network that the design of their annual meeting (general sessions and facilitated break-out sessions) stimulated good discussion.   In our past regional meetings, we did not have study data to work with, but we had break-out sessions to work on study design and forms.   It was always part of our plan to get diverse people in the same room at the same time to discuss the findings, so each region was represented in each group.  One underlying principle was that the practitioners have to move the field forward, so our objective was to generate reflection by the practitioners into their own practices. This did happen at the 2008 meeting and is confirmed by the testimonials and other feedback we have received...  We involve practitioners in every step, from generating the ideas for the studies, to designing the studies, to designing the data forms, to determining how best to implement the study in particular types of dental practices, to interpreting data, to making changes in practices. 
Comprehensive dissemination plan

PEARL.  Dentists currently receive most information from three sources.

1. Clinicians read the ADA News, JADA, and the Compendium of Dentistry.   The EMT has met with the publisher of the Compendium of Dentistry recently.  We may have to consider publishing in journals that are perhaps not as scholarly as we planned but are more widely read by clinicians.

2. Clinicians receive a lot of information from industry sources, but they are skeptical about it. Our endodontics study is being conducted in general practices, and we are finding survival rates that are different from those reported by industry or academics.  We think that the PBRN results will have credibility because front line dentists are involved in the research.  This will need to be evaluated as PEARL studies are completed and published.

3.  Clinicians attend meetings.  At the upcoming regional meeting, presentations from the other two national PRBN networks will be given.  We are promoting dental PBRNs, not just PEARL.  Dental PBRNs are new in this country and need branding and maturation.

The PEARL plan also includes dissemination to dental schools and dental insurers. 

The impact of PBRN data on dental schools is also important. Dental schools have an enormous amount of influence in molding the next generation of dental clinicians...  If credible data arise from PEARL studies such that PEARL becomes a branded name in research, like the Cochrane Reports, we assume the dental schools would have to pay attention to the results of PEARL studies when designing curriculum.  Dental schools do change when key personnel advocate for change…  it is essential that critical people in the dental schools who are involved in curriculum decisions be aware of these types of research findings.  We would welcome the addition of a PEARL PI whose is also faculty of NYUCD to become a member of the NYUCD Curriculum Committee… we do not currently have plans for convening the deans of the dental schools with regards to PEARL research study results.

The PBRNs can influence third party insurers.  For example, a research finding that prevented an expensive procedure later by performing a simple procedure now would be very persuasive to third party insurers.  PEARL has access to MetLife and Delta Dental data.  With MetLife, we have a bi-directional use of data because we are using their database.  Dental practice management companies are also interested in the results of our trials to learn about outcomes, prognoses, and economic efficiency.  We don’t know the most effective way to disseminate information to insurers and others.  A first step is to make presentations at national and regional meetings.  
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A designated NIDCR staff person will monitor subject recruitment and study progress, ensure disclosure of conflicts of interest and adherence to NIDCR policies, and serve on the Executive and Protocol Review Committees.” (p 3)  “…the named NIDCR staff person …will participate with and assist…the Executive Committee in routine performance monitoring of the entire study including matters of quality control within and among various components, and in the determination of inadequate patient recruitment or failure to comply with the protocol on the part of individual practitioner-investigators [and] the Executive Committee in prioritizing research topics for protocol development and review of protocols prior to submission to the Protocol Review Committee….” (RFA, p 9)

Adequacy of RFA? 

The RFA was formulated at a time when little was known about dental practice-based research.  Although I was not involved in drafting the document, it appears to have drawn on the experiences of medical PBRNS and contains a vision whereby practitioners would conduct multiple clinical trials and prospective studies in their practices to answer the questions they face.  The purposes of the PBRNs are clearly stated and the aims of the grant are clear. In hindsight, one might have included more emphasis on the impact on clinical practice and the profession with less focus on research methodology; however, this outcome would be difficult to quantify.  Outcomes such as fostering an increased emphasis on evidenced-based clinical decision making, encouraging studies with high impact on health care delivery, and demonstrating the efficiencies and economies of scale inherent in this practice model might have been useful.  I would recommend that issues related to research design be driven by the research question rather than dictating that studies with particular research designs be conducted regardless of the question to be answered.

Should a specific number of studies be expected by each network?

When the RFA was written, 16-22 studies seemed feasible.  Now that number looks a little ambitious.  Setting the numerical goal may have caused the networks to focus too heavily on this objective rather than the more global goal of impact on clinical practice and the oral health of patients. It would probably not be prudent to alter this numerical objective at this time but to relegate it to lesser importance when future funding decisions are made.

Your history as the Project Officer/Program Director?

I was appointed the PBRN Program Officer in October 2006.  Prior to that I served as the Assistant Dental Service Chief, VA Medical Center, Washington, DC. After discussions with the Acting Director of the NIDCR Center for Clinical Research in April of 2006, I was invited to apply for the position, which had been vacant for several months.  I was selected for the position. Ultimately, an arrangement was negotiated between the Department of Veterans Affairs and the NIH whereby I would remain a VA employee but would devote 80% of my time to NIDCR and 20% to the VA Office of Dentistry with each agency contributing an appropriate share of my salary.  My focus for both agencies would be programmatic responsibility for practice-based research.  My qualifications for the position were based on my demonstrated managerial and leadership skills during a professional career spanning more than 35 years including a military career, VA service, clinical expertise, teaching and research experience, and political involvement in organized dentistry.

What made you want this job?

The prospects of being involved in a program of this magnitude with the potential to stimulate fundamental changes in clinical practice and improvements in patient oral health served as my primary motivation for accepting the position. In addition, my involvement with the development of the VA electronic dental record stimulated my interest in a similar PBRN research platform.  Once I had accepted the position, I was impressed with the way the PBRNs had been configured and organized.  It was apparent that the principal investigators selected to lead this project were also of the highest caliber. 

How do you communicate with the PBRNs?

I communicate often by phone and e-mails, but I also spend time at the sites and at meetings attended by project faculty and members. We have several monthly all networks meetings: Directors, Bioinformatics, PIRG, Publications.  The networks also invite me to join them at other teleconference meetings, such as the Executive Committee meetings, and to present at their Annual Meetings and Regional meetings.  I have gotten to know the faculty and staff of all the networks.

Note: Review of a calendar of formal PBRN activities from the six month period February – July 2008 documented four to five trans-PBRN teleconferences monthly, regular participation in network-specific Executive Committee teleconference meetings; attendance at Annual Meetings for all networks; and PBRN presentations at national or international conferences or meetings almost every month.

What interventions or guidance from you have been made for project improvement or project compliance?

Because this is a cooperative agreement with substantial involvement by NIDCR, I am included and participate in all important meetings.  These include the PBRN monthly Director’s meeting, Bioinformatics meetings, and all PBRN Executive Committee Meetings.  The latter provide direct contact with practitioners on a monthly basis.  I have made a concerted effort to encourage research that will inform the dental community and improve the oral health of the public.  I have also assisted the PBRNs with the operational aspects of certain functions to include peer review.  I have also strongly encouraged the PBRNs to emphasize the dissemination and implementation aspects of their research. 

What types of study designs should be used by the PBRNs?

The type of study designs employed by the PBRNs should be determined by the scientific question to be answered.  These can range from a survey to collect preliminary data upon which to base a subsequent prospective study, retrospective case-control studies, and clinical trials to test interventions. Studies must be designed to be simple and clear in order to be feasible to conduct in the practice setting and to insure that the data collected is robust and supports study findings.  The PBRNs are also well suited for the establishment of registries and can be employed to perform surveillance on oral and other disease conditions.

What is the potential or realized impact of the PBRNs? 

The PBRNs have a real potential to significantly change clinical practice by answering questions that the dental team faces in the daily care of patients.  The PBRN model is also likely to significantly truncate the time required to translate research into practice.  In addition and possibly of equal importance, the PBRNs will engage the broader dental community in research endeavors, which is likely to foster an increased emphasis on providing care based on scientific evidence. We know by self-report that participating dentists gain a much greater appreciation for research and its importance in clinical practice. Recently the American Dental Association has made overtures to the PBRNs and appears interested in aligning the ADA research agenda with those of the PBRNs. For the past year, the PBRNs and the ADA have been conducting quarterly conference calls to discuss these and other issues of mutual interest.

Other evidence of the potential and realized impact of the PBRNs?

In August of 2007, the PBRNs were invited to contribute a textbook chapter on dental practice-based research to a new dental textbook.  The textbook chapter was completed in March 2008 as a collaborative effort and has been accepted by the editor for publication.  It is interesting to note that two practitioner-investigators contributed to this endeavor. This may be the first ever textbook chapter on the topic of practice-based research.  The PBRNs are now discussing collaboration with medical PBRNs on the publication of the first textbook on practice-based research.

How should the PBRN program be presented to Congress or the public?

I would suggest that the PBRNs present an opportunity to collect clinical data at the point-of-care, which can be extremely useful in informing the dental and medical communities and providing value information to support policy decisions.  In an era of escalating health care costs, the PBRN model may prove to be the one of the most cost effective means of collecting clinical data and ultimately changing clinical practice and improving the oral health of the public. 
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	DPBRN Network Chair Abstract

	Received:  July 16, 2004

	DESCRIPTION (provided by applicant): In response to RFA DE-05-006, we have formed the "Dental PBRN", a practice-based research network (PBRN) that includes six U.S. states and Scandinavia. We have a unique opportunity to build upon: (1) a statewide PBRN in Alabama developed in 2002, which already has one NIH-funded R01 clinical trial and one NIH-funded R21 study in progress; and (2) experience from large cross-sectional and longitudinal practice-based studies in Florida, Minnesota, the Pacific Northwest, and Scandinavia. Our application is best viewed as a joint response from the Network Chair and Coordinating Center applications - both groups must work well as a fully-integrated entity. The Dental PBRN's primary scientific aims are to: (1) accelerate development and conduct of clinical research; (2) perform relatively short-term studies to compare effectiveness of preventive and treatment methods; and (3) strengthen the knowledge base for clinical decision making. Secondary aims are to: (1) conduct anonymous chart reviews; (2) provide data on treatment trends; and (3) estimate prevalence of less-common conditions. The Dental PBRN organizational structure comprises the Network Chair administrative structure, the Coordinating Center, the Executive Committee, the Protocol Review Committee, Monitoring Boards, and NIDCR staff. This application details the Network Chair responsibilities with regard to overall scientific and administrative leadership; operations and fiscal management; duties on the Executive and Protocol Review Committees; recruiting, monitoring, certifying, and monitoring practitioner-investigators and their staff; systems to assist practitioner-investigators with patient recruitment and retention; stimulating and soliciting ideas for study protocols; fostering communication between all Dental PBRN components; leadership roles in manuscript preparation; and a plan to lead the agenda nationally toward translating science into the private practice setting. With NIDCR and local university funding, we have already completed substantial work to develop the Dental PBRN. For example, practitioner-investigators have already completed a 101-item practice characteristics questionnaire. We also have demonstrated "proof of concept" for orienting and training dentists for PBRN research in general and Human Subjects training specifically. In addition to developing a Dental PBRN web site and clinical research software, we have garnered ideas for research projects from practitioner-investigators and held two meetings of our Interim Executive Committee. To our knowledge, we have more experience with dental practice-based research than any other team in the nation, which will enhance our anticipated success with the Dental PBRN. 


	DPBRN Coordinating Center Abstract

	Received:  July 16, 2004

	DESCRIPTION (provided by applicant): This application responds to RFA-DE-05-006 for a General Dental Practice-Based Research Network, and is an application to serve as the Coordinating Center (CC) for the Practice-Based Research Network (PBRN) in the RFA. In conjunction with the proposed Network Chair, we have formed the "Dental PBRN" that includes dentists from six US states and Scandinavia. We have a unique opportunity to build upon a statewide dental PBRN in Alabama which already has one NIH-funded R01 clinical trial and one NIH-funded R21 study in progress; and experience from large cross-sectional and longitudinal dental practice-based studies in Florida, Minnesota, the Pacific Northwest, and Scandinavia. Our application is best viewed as a joint response from the CC and the Network Chair-both groups must work as a fully-integrated entity. The Dental PBRN's primary scientific aims are to: (1) accelerate development and conduct of clinical research; (2) perform relatively short-term studies to compare effectiveness of preventive and treatment methods; and (3) strengthen the knowledge base for clinical decision making. Secondary aims are to: (1) conduct anonymous chart reviews; (2) provide data on treatment trends; and (3) estimate prevalence of less-common conditions. The Dental PBRN organizational structure comprises dental practices, the Network Chair administrative structure, the CC, the Executive Committee, the Protocol Review Committee, the Data & Safety Monitoring Board, the Observational Studies Monitoring Board, and NIDCR staff. We will assist the Network Chair and the Executive Committee to select practitioners to participate in specific studies and will organize protocol development, training procedures and materials and conduct training sessions. We will also establish and operate appropriate quality assurance programs assessing and monitoring practitioner performance and other key operational activities. We will adapt appropriate technology for data collection, data management and study analytical and publication issues. We will establish Safety and Data Management Boards and Observational Study Monitoring Boards for safety and ethical overview and will operate the IRB approval process for study protocols. This will include the creation and maintenance of a database documenting the consent process and any layers contained there. 


	PEARL Network Chair Abstract

	Received:  July 16, 2004

	DESCRIPTION (provided by applicant): The aim of this proposal is to create the Practitioners Engaged in Applied Research and Learning (PEARL) Network, which will organize, train, and facilitate a network of dental practitioners to conduct research of immediate relevance to dentists and their patients nationwide. Studies conducted by PEARL will test specific clinical approaches and evaluate the effectiveness of strategies for the prevention, management, and treatment of multiple oral conditions, augmenting the knowledge base for clinical decision-making. PEARL participants will also conduct anonymous chart reviews for collecting and disseminating data on disease and treatment trends and to obtain prevalence estimates of less common conditions. To achieve this aim, the PEARL Network has organized four interactive Cores, each of which focuses on key functions: (1) a Recruitment, Retention, Operations Core-to recruit and retain Practitioner-Investigators (P-Is) and to conduct studies; (2) a Training and Certification Core-to train and certify P-Is on relevant aspects of clinical research; (3) a Protocol Development Core-to solicit ideas for studies from P-Is and to generate research protocols; (4) an Information Dissemination Core-to disseminate research findings to P-Is, the research community, and the general public. NYUCD has partnered with The EMMES Corporation to serve as the Coordinating Center, providing statistical and epidemiological expertise, establishing a web-based data management/information dissemination system and quality assurance program, sub-contracting with a central IRB, and providing administrative support for DSMB meetings, medical monitoring, and regulatory support. The PEARL Network will further benefit from key resources already in place: (1) an on-site team of experienced investigators, outstanding communication experts, and a strong quality assurance group partnered with senior academic and industry advisors; (2) a highly supportive environment at NYUCD, including the facilities and staff of the Bluestone Center for Clinical Research, the Masters Program in Clinical Research, excellent press access, award-winning communications vehicles, and the Rosenthal Institute of Continuing Education; (3) a partnership with the Levin Group, the largest dental practice-management consulting firm; (4) practitioner partnerships reaching thousands of dentists through the Academy of General Dentistry, MetLife, the Scottish Dental PBRN, HealthPartners, and Kaiser Permanente; (5) collaborations with distinguished researchers; (6) an External Advisory Board of experienced members of medical and dental PBRNs; and (7) a Web-based P-I application mechanism established in May 2004. In summary, the PEARL Network is uniquely positioned to establish and Maintain a PBRN that will conduct research studies designed to positively impact oral health. 


	PEARL Coordinating Center Abstract

	Received:  July 16, 2004

	DESCRIPTION (provided by applicant): The EMMES Corporation has partnered with New York University College of Dentistry (NYUCD) to establish the Practitioners Engaged in Applied Research and Learning (PEARL) Network, which will organize, train, and facilitate a network of dental practitioners to conduct research of immediate relevance to dentists and their patients nationwide. Studies supervised by PEARL will test specific strategies for the prevention, management, and treatment of multiple oral conditions, augmenting the knowledge base for clinical decision-making. PEARL participants also will conduct anonymous chart reviews for collecting and disseminating data on disease and treatment trends and to obtain prevalence estimates of less common conditions. To achieve this aim, the PEARL Network has organized four interactive cores, each of which includes an EMMES staff member as an Assistant Director, and will focus on the performance of key functions: (1) a Recruitment, Retention, Operations Core (2) a Training and Certification Core (3) a Protocol Development Core (4) an Information Dissemination Core. As the PEARL Coordinating Center, The EMMES Corporation will provide statistical and epidemiologic expertise in study design, execution and reporting, establish a web-based data management/information dissemination system, insure an appropriate quality assurance program is implemented, sub-contract with the Biomedical Research Alliance of New York (BRANY) central IRB, and provide administrative support for DSMB meetings, medical monitoring and regulatory support as needed. The PEARL Network will benefit from key resources already established through NYUCD: (1) an on-site team of experienced investigators, communication experts, and a strong quality assurance group partnered with senior academic and industry advisors; (2) a highly supportive environment at the NYUCD, including the facilities and staff of the Bluestone Center for Clinical Research, the Masters program in Clinical Research, excellent press access, award winning communications vehicles; and the Rosenthal Institute of Continuing Education; (3) a partnership with the Levin Group, the largest dental practice-management consulting firm; (4) practitioner partnerships reaching thousands of dentists through the Academy of General Dentistry, MetLife, the Scottish Dental PBRN, Health Partners, and Kaiser Permanente; (5) collaborations with distinguished researchers; (6) an External Advisory Board of experienced members of medical and dental PBRNs; and (7) a web-based P-I application established by EMMES and NYUCD in May 2004 with over 150 interested dentists identified. In summary, the PEARL Network is uniquely positioned to establish and maintain a PBRN that will conduct research studies designed to positively impact oral health. 


	PRECEDENT Network Chair Abstract

	Received:  July 16, 2004

	DESCRIPTION (provided by applicant): We propose to establish the Pacific Northwest Dental Practice Based Research Network (PNW/DPBRN), and to create the Office of the Network Chair in this application. This Network Chair application is submitted as a collaborative effort between the University of Washington and Oregon Health and Science University Schools of Dentistry. Principal Investigator is Timothy A. DeRouen, Ph.D., Executive Associate Dean for Research and Academic Affairs and Professor of Biostatistics and Dental Public Health Sciences at UW, so the University of Washington is the applicant institution. Co-P.I. is Jack Ferracane, Ph.D., Professor and Chairman of Restorative Dentistry at OHSU, with OHSU as a subcontracting institution. Key clinical co-investigators are Joel Berg, DDS, MS, of UW and Thomas Hilton, DMD, MS of OHSU. The PNW network is proposed for the five state area of Washington, Oregon, Idaho, Montana, and Utah. The likelihood of success of this proposed team effort is predicated on the very relevant prior experience of the team in crucial areas, including Dr. DeRouen's experience as P.I. on an NIDCR-funded multicenter clinical trial and in developing model training programs in clinical dental research, Dr. Berg's experience in recruiting and overseeing clinicians in industry-sponsored clinical trials, and the experience of Drs. Ferracane and Hilton in developing a Practice-based Research in Oral Health network of dentists in Oregon and Southwest Washington. An important collaborator is the Delta Dental, Data Analysis Center, through which data for pilot and observational studies based on Delta Dental insurance claims in the five state network region can be obtained. An organizational structure is proposed for shared oversight of the operation which includes the use of five regional coordinators spread across this large geographical region. An aggressive strategy of recruitment of Network practitioners is proposed that includes working with state dental associations, dental alumni associations, and especially with local dental study clubs. An educational program for participants will be offered that is based on the highly successful Summer Institute in Clinical Dental Research Methods. Besides the Executive and Protocol Review Committees and DSMB mandated by the RFA, also proposed to facilitate the operations of the Network are a Publications Committee, a Dental Insurance Liaison Committee, and an External Advisory Committee. This application is paired with one to become the Data Coordinating Center, also from the University of Washington, with Brian Leroux, Ph.D. as P.I. and other members of the Biometry Core as co-investigators. Given Dr. DeRouen's previous history in developing the Biometry Core, close collaboration and coordination between Network Chair and Coordinating Center is assured. 


	PRECEDENT Coordinating Center Abstract

	Received:  July 16, 2004

	DESCRIPTION (provided by applicant): The overall goal of the proposed research project is to establish the Data Coordinating Center (DCC) for the Pacific Northwest Dental Practice Based Research Network (PNW/DPBRN). Both the DCC and the PNW/DPBRN will be based at the University of Washington School of Dentistry. The DCC will build on the strengths of an existing Biostatistics group that has a successful long-term track record in biostatistical methodologic research and collaboration in clinical dental research, as well as the expertise and extensive experience of Axio Research, a Contract Research Organization nearby in downtown Seattle. In response to RFA-DE-05-006 issued by the NIDCR, the DCC will provide the scientific leadership in design and implementation of clinical research and the infrastructure needed for the conduct of multiple clinical trials and prospective observational studies to address important oral health care questions. Five specific aims will be achieved: 1) Establish the infrastructure and develop Standard Operating Procedures for the DCC; 2) Create a reliable and customizable Web portal for communications throughout the Network; 3) Participate with the Network Chair in training programs; 4) Assist Network members and Network Chair investigators in the design and initiation of at least 20 research studies, and ensure that IRB approvals are obtained before any patients are enrolled; and 5) Provide all biostatistical support for the implementation of approximately 20 approved research studies, including the coordination of the Data and Safety Monitoring Board. These specific aims will be achieved by a team of investigators with complementary sets of expertise and experience. The Director of the DCC will be Dr. Brian Leroux, who currently leads a large active Biostatistics group at the University of Washington School of Dentistry. Key roles will be played by Dr. Lloyd Mancl, in Biostatistics, Dr. Philippe Hujoel, in Epidemiology and Study Design, and Jeffrey Sherman, in Behavioral Science, all at the University of Washington. The Data Management and IT Support Unit will be led by Ms. Ruth McBride, who has extensive experience managing coordinating centers for major NIH sponsored clinical trials in cardiovascular and pulmonary diseases, as well as industry-sponsored trials in a variety of clinical disease areas. Together, these investigators have the necessary expertise and experience in all areas that are critical for the success of the Data Coordinating Center for support of clinical dental research in the Pacific Northwest Dental Practice Based Research Network 
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Note: Excel tables for this Appendix are available upon request..
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