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Middle Atlantic Regional Center of Excellence for Biodefense and Emerging Infectious Diseases Research

http://marcebiodefense.org/

Request For Proposals:

Mentored PATIENT-ORIENTED CLINICAL SCIENTIST 

Career Development Awards

Submission of Letter of Intent (required):
October 1, 2006







(Sunday by 12:00 midnight)

Final Submission Deadline: 


October 29, 2006 

(Sunday by 12:00 midnight)
Approximate Award Date:


March 1, 2007

The Middle Atlantic Regional Center of Excellence for Biodefense and Emerging Infectious Diseases Research (MARCE) fosters research that will enable rapid defense against bioterror agents and emerging infectious diseases.  Fourteen universities, seven government partners, and ten corporate partners are currently working together to improve our nation's public health response system.  This RFP is issued to solicit patient-oriented clinical scientist career development awards to enhance MARCE’s current research portfolio.  The ultimate goal of the MARCE is to develop vaccines, therapeutics, and diagnostics that target the Category A-C agents, and projects directly related to achieving this goal will be given high priority.  

The current areas of MARCE research are:

· Anthrax

· Tularemia

· Emerging Viruses

· Smallpox

· Low-Dose Enteric Pathogens

· Diagnostics

Applications for basic and applied research specific to NIAID Category A, B, or C pathogens or select agent toxins are invited (http://www2.niaid.nih.gov/biodefense/bandc_priority.htm); the application is not limited to the specific areas of current MARCE research listed above.  

The purpose of the Mentored Patient-Oriented Clinical Scientist Research Career Development Award is to support the career development of investigators who have made a commitment to focus their research endeavors on patient-oriented research.  This mechanism provides support for two years of supervised study and research for clinically trained professionals who have the potential to develop into productive, clinical investigators focusing on patient-oriented research in the broad area of biodefense or emerging infectious diseases.  

For the purposes of this award, patient-oriented research is defined as research conducted with human subjects (or on material of human origin such as tissues, specimens, and cognitive phenomena) for whom an investigator directly interacts with human subjects.  This area of research includes: 1) mechanisms of human disease; 2) therapeutic interventions; 3) clinical trials, and; 4) the development of new technologies.

MENTORED PATIENT-ORIENTED CLINICAL SCIENTIST 

CAREER DEVELOPMENT AWARDS

INSTRUCTIONS FOR APPLICANTS

ELIGIBILITY REQUIREMENTS

The candidate must have a clinical doctoral degree or its equivalent.  Illustrative examples include, but are not limited to: M.D., D.D.S., D.M.D., D.O., D.C., O.D., N.D. (Doctor of Naturopathy), D.V.M., Pharm.D., or the Ph.D. or other doctoral degree in disciplines such as clinical psychology, nursing, clinical genetics, speech-language pathology, audiology and rehabilitation.  

Candidates also must have completed their clinical training, including specialty and, if applicable, subspecialty training prior to receiving an award.  However, candidates may submit an application prior to the completion of clinical training.  Candidates must identify a mentor with extensive research experience, and must be willing to spend a minimum of 75 percent of full-time professional effort conducting research career development.  The candidate must clearly describe the rationale and need for intensive research supervision for a period lasting two years leading to research independence.  

Candidates for the MARCE Career Development Award, under some circumstances, may have been principal investigators on NIH research or career development awards, provided the research experience proposed in this application is in a fundamentally new field of study or there has been a significant hiatus in their research career because of family or other personal obligations.  Also, under some circumstances, current principal investigators on NIH research grants may be eligible if the proposed research experience is in a fundamentally new field of study.  More senior principal investigators, even if the application is in a fundamentally new field of study, are discouraged from applying.  Current principal investigators on NIH career awards are not eligible.  MARCE Career Development Award recipients are encouraged to apply for independent research grant support during the period of this award.

Minorities, women and individuals with disabilities are encouraged to apply.  At time of award, candidates must be citizens or non-citizen nationals of the United States, or have been lawfully admitted to the United States for permanent residence (i.e., in possession of a currently valid Alien Registration Receipt Card I-551, or other legal verification of such status).  Non-citizen nationals are generally persons born in outlying possessions of the United States (i.e., American Samoa and Swains Island).  Individuals on temporary or student visas are not eligible.

MECHANISM OF SUPPORT

Planning, direction, and, execution of the program will be the responsibility of the candidate and her/his mentor on behalf of the applicant institution. The project period will be for two years.  Middle Atlantic RCE Career Development Awards are not renewable.

RESEARCH OBJECTIVES

A. Environment:  The institution must have a well-established research and clinical career development program. It must also have faculty qualified in clinical research with an emphasis on patient-oriented research to serve as mentors.  The institution must be able to demonstrate a commitment to the development of the candidate as a productive, independent investigator in the area of biodefense and/or emerging infectious diseases research.  For individuals who plan to carry out research on Category A select agents, it must be clearly explained what level of Biosafety Containment is required for the proposed research.  The candidate, mentor, and institution must be able to describe an in-depth, multi-disciplinary career development program that will utilize the relevant research and educational resources.

B. Program:  The Middle Atlantic RCE Career Development Award provides up to two consecutive 12-month awards.  At least 75 percent of the recipient's full-time professional effort must be devoted to the goals of this award.  The remainder may be devoted to clinical, teaching, or other research pursuits consistent with the objectives of the award.  Unlike typical NIH K awards, a recipient of the MARCE Clinical Scientist Career Development Award can utilize other federal funds to support the remaining portion of their salary not funded by this award.  Both the didactic and the research phases of an award period must be designed to develop the necessary knowledge and research skills in scientific areas relevant to the career goals of the candidate.  Candidates must demonstrate they have received or will participate in courses such as: data management, epidemiology, study design, hypothesis development, drug development, etc., as well as the legal and ethical issues associated with research on human subjects.

Because of the focus on progression to independence as a researcher, candidates for the Middle Atlantic Clinical Scientist Career Development Award should propose a plan of study and career development consistent with her or his previous research and clinical experience.  For example, a candidate with limited experience in a given field of research may find a phased developmental program lasting two years that includes a designated period of didactic training followed by a period of closely supervised research experience the most efficient means of attaining independence.  A candidate with previous research experience and training may not require extensive additional didactic preparation and a program that focuses on an intensive, supervised patient-oriented research experience may be appropriate. All programs must be tailored to meet the individual needs of the candidate ensuring that he/she will gain the skills and knowledge necessary to carry out high quality patient-oriented research in the broad area of biodefense and emerging infectious diseases.  The candidate and the mentor are jointly responsible for the preparation of the plan for this program. The sponsor may form an advisory committee to assist with the development of a program of study or to monitor the candidate's progress through the career development program.  

The didactic and research components of both phases must develop new knowledge and research skills in scientific areas relevant to the career goals of the candidate.  While the focus of the career development program is on the conduct of patient-oriented research, there can be complementary laboratory research directly related to the patient-oriented research proposed in the application.

C. Mentor(s): Candidates must name a primary sponsor (or mentor), who together with the applicant is responsible for the planning, direction, and execution of the program. The mentor should be recognized as an accomplished investigator in the proposed research area and have a track record of success in training independent investigators. The mentor should have sufficient independent research support to cover the costs of the proposed research project in excess of the allowable costs of this award. Candidates may also nominate co-mentors as appropriate to the goals of the program.  Where feasible, women, minority individuals and individuals with disabilities should be involved as mentors to serve as role models.

D. Allowable Costs:

The MARCE Career Development Award will consist of $130,000 direct costs annually for two years.

1.  Salary:  The MARCE Career Development Award may be used to provide salary and fringe benefits for the career award recipient.  The overall annual salary must be consistent both with the established salary structure at the institution and with salaries actually provided by the institution from its own funds to other staff members of equivalent qualifications, rank, and responsibilities in the department concerned.  

The MARCE will allow a maximum of $80,000 to be directed to salary and fringe benefits.  If the candidate’s annual salary plus fringe exceeds this amount, in order to demonstrate institutional commitment, the candidate’s institution will pay the remaining amounts of the candidate’s annual salary.  Institutional supplementation of salary must not require extra duties or responsibilities that would interfere with the purpose of the Career Development Award.  

2.  Research Development Support:  Whatever portion of the annual $130,000 award is not used for salary and fringe benefits may be directed to support the following expenses:  (a) tuition, fees, and books related to career development; (b) research expenses, such as supplies, equipment and technical personnel; (c) travel to research meetings or training; (d) statistical and computational services including personnel and computer time.   All expenses must be directly related to the proposed research career development program.  

3. Ancillary Personnel Support: Salary for mentors, secretarial and administrative assistance, etc., is not allowed.

E. Other Income: Awardees may retain royalties and fees for activities such as scholarly writing, service on advisory groups, or honoraria from other institutions for lectures or seminars, provided these activities remain incidental and provided that the retention of such pay is consistent with the policies and practices of the grantee institution.

F. Termination or Change of Institution:  If a grantee institution plans to terminate an award, the MARCE Administrative Core must be notified in writing at the earliest possible time so that appropriate instructions can be given for termination. The MARCE Management and Oversight Committee (MOC) may discontinue an award upon determination that the purpose or terms of the award are not being fulfilled.  In the event an award is terminated, the MARCE PI will notify the grantee institution and career award recipient in writing of this determination, the reasons, the effective date, and the right to appeal the decision.

If a MARCE Career Development awardee plans a change of institution, they must relinquish their award upon their departure from their original institution.  

When a mentor at the grantee institution is to be replaced, the institution must submit a letter from the proposed mentor documenting the need for substitution, the new mentor's qualifications for supervising the program, and the level of support for the candidate's career development.  The letter must also document that the specific aims of the research program will remain within the scope of the original peer reviewed research program. The MARCE MOC will evaluate the request, and will notify the grantee institution of the results of the evaluation.  

A final progress report, invention statement, and Financial Status Report are required upon either termination of an award or relinquishment of an award in a change of institution situation.

INCLUSION OF WOMEN AND MINORITIES IN RESEARCH INVOLVING HUMAN SUBJECTS

It is the policy of the NIH that women and members of minority groups and their subpopulations must be included in all NIH supported biomedical and behavioral research projects involving human subjects, unless a clear and compelling rationale and justification is provided that inclusion is inappropriate with respect to the health of the subjects or the purpose of the research. This policy results from the NIH Revitalization Act of 1993 (Section 492B of Public Law 103-43).

All investigators proposing research involving human subjects should read the "NIH Guidelines For Inclusion of Women and Minorities as Subjects in Clinical Research," which have been published in the Federal Register of March 28, 1994 (FR 59 14508-14513) and in the NIH Guide for Grants and Contracts, Vol. 23, No. 11, March 18, 1994 available on the web at the following URL address: http://grants.nih.gov/grants/guide/notice-files/not94-100.html
INCLUSION OF CHILDREN AS PARTICIPANTS IN RESEARCH INVOLVING HUMAN SUBJECTS

It is the policy of NIH that children (i.e., individuals under the age of 21) must be included in all human subjects research, conducted or supported by the NIH, unless there are scientific and ethical reasons not to include them. This policy applies to all initial (Type 1) applications submitted for receipt dates after October 1, 1998.

All investigators proposing research involving human subjects should read the "NIH Policy and Guidelines on the Inclusion of Children as Participants in Research Involving Human Subjects" that was published in the NIH Guide for Grants and Contracts, March 6, 1998, and is available at the following URL address:  
HYPERLINK "http://grants1.nih.gov/grants/guide/notice-files/not98-024.html" 
http://grants.nih.gov/grants/guide/notice-files/not98-024.html

APPLICATION PROCEDURES

A LETTER OF INTENT (LOI) is REQUIRED and must include the following:

· Title of the project.

· NIH Abstract (include Specific Aims).

· NIH Biosketch of Principal Investigator and current contact information.

· Estimated annual budget and period of funding requested (2 years of funding allowed).

Completed LOI’s are to be submitted electronically in a single PDF document and emailed to rcegrants@medicine.umaryland.edu by midnight Sunday, October 1, 2006.  The LOI must be received by this date in order for you to continue with the submission process.  If no LOI is received, the full application will not be considered.  The MARCE will use the LOI to ensure that a sufficient number of reviewers in the expertise relevant to the application are assembled in advance of the receipt of the full application.  

Full Applications must include the following:

· Face page.

· Budget pages.

· Up to ten pages of text including an Abstract, Specific Aims, Background and Significance, Progress Report/Preliminary Studies, Research Design and Methods.

· References.

· A Mentor’s Statement.

· 3 letters of recommendation (sent electronically – see “Candidate” below).  

· Vertebrate animal and human subjects protection sections.  Any project that includes any human subjects work must also include the NIAID concept proposal form.

Full Applications are to be prepared using PHS398 forms and following the PHS398 instructions for formatting (http://grants.nih.gov/grants/funding/phs398/phs398.html).  Submissions must be signed by the PI of the application and the designated Institutional Official(s).

Applicants who will be using the resources within a General Clinical Research Center (GCRC) during the course of the award are requested to include a letter of agreement from either the GCRC program director or the principal investigator with the application.

The application must address the following issues that will be scored during the review:
Candidate

· Describe the candidate's commitment to a career in patient-oriented research related to biodefense or emerging infections. 

· Describe the rationale and need for intensive research supervision that will result in research independence.

· Establish the candidate's potential to develop into an independent investigator.

· Describe immediate and long-term career objectives, explaining how the award will contribute to their attainment.

· A commitment of at least 75 percent effort to research career development activities.

· Letters of recommendation.  Three letters of recommendation addressing the candidate's potential for a clinical career must be transmitted directly by each author to the MARCE separate from the application to maintain confidentiality.  Please ask individuals providing references to include the applicant’s last name as the file name for the electronic letter, and to email a signed .pdf version of the letter directly to rcegrants@medicine.umaryland.edu by midnight Sunday, October 29, 2006.  
Career Development Plan

· Describe the career development plan incorporating consideration of the candidate's goals and prior experience.  A systematic plan should be presented for obtaining the necessary theoretical and conceptual background, in addition to the research experience and skills, necessary to launch an independent career in clinical research.  Candidates must describe the availability of courses such as research design, biostatistics, epidemiology, and ethical and regulatory issues at their institution and the integration of these studies into their career development plan.  Less experienced candidates may require a phased developmental period in which the first part of the award is largely of a didactic nature followed by a period of intense, supervised research experience. Candidates with more experience at the time of application may need a shorter didactic period and may already have an adequate theoretical background. In any case, the career development plan must be specifically tailored to the needs of the individual candidate and the ultimate goal of achieving independence as a clinical researcher in the broad area of biodefense or emerging infectious diseases.
·  Candidates must justify the need for a two-year period of mentored research experience and must be able to provide a convincing case that the proposed period of support will substantially enhance his/her career and/or will allow the pursuit of a novel or promising approach to a particular research problem.

Training in the Responsible Conduct of Research

· Candidates must describe plans to receive instruction in the responsible conduct of research.  These plans must detail the proposed subject matter, format, frequency, and duration of instruction.  Note – no award will be made if an application lacks this component.

Research Plan

· Describe the research plan and the use of a clinical science approach to a biomedical problem in biodefense and/or emerging infectious diseases.  The research plan must be described as outlined in form PHS 398 including sections on the Specific Aims, Background and Significance, Progress Report/Preliminary Studies, Research Design and Methods.  The candidate should consult with the mentor regarding the development of this section.

Mentor's Statement

· The application must include a statement from the mentor including information on research qualifications and previous experience as a research supervisor.  The applications must also include information to describe the mentor's research support related to the candidate's research plan and nature of the supervision that will occur during the proposed award period.
· Similar information must be provided by any co-mentor.  If more than one mentor is proposed, the respective areas of expertise and responsibility should be described.  

Environment and Institutional Commitment

· The sponsoring institution must document a strong, well-established research program related to the candidate's area of interest including a high-quality research environment with staff capable of productive collaboration with the candidate.  The sponsoring institution also must provide a statement to document the level of commitment to the candidate's development into a productive, independent investigator during the period of the award.  This must include an indication of support for candidate's proposed level of effort (at least 75 percent), commitment to the necessary release time, as well as the availability of support and supervision during the award period.  

BUDGET 

The total direct costs requested must not exceed $130,000 direct costs per year for two years.  

REVIEW CONSIDERATIONS

Applications will be reviewed and ranked by external reviewers and the MARCE Management and Oversight Committee (MOC).  Incomplete applications will be returned to the applicant without further consideration.  As part of the merit review, all applications will receive a numerical score and written comments.  

The following review criteria will be applied:

Candidate (30 points) 

· Quality of the candidate's research, academic and (if relevant) clinical record; 
· Potential to develop as an independent clinical researcher focusing on patient-oriented research; 

· The candidate’s rationale and need for intensive research supervision that will result in research independence; and

· Commitment to a career in patient-oriented research.

Career Development Plan (15 points)

· Appropriateness of the content, the phasing, and the proposed duration of the career development plan for achieving scientific independence;
· Consistency of the career development plan with the candidate's career goals and the objectives of the RCE; and

· Likelihood that the plan will contribute substantially to the achievement of scientific independence.

Training in the Responsible Conduct of Research (5 points)

· Quality of the proposed training in responsible conduct of research.

Research Plan (25 points)

Reviewers recognize that applicants will have variable amounts of previous research experience.  Those with limited research experience are less likely to be able to prepare a research plan with the breadth and depth of that submitted by a more experienced investigator.  Nevertheless, all applications must include a fundamentally sound research plan but reviewers will consider the applicant's prior research experience in judging the level of detail provided. 

· Scientific and technical merit of the research question, design and methodology; 
· Address an important problem within the overall area of biodefense and emerging Infections;

· Results of these studies advance the goals of the MARCE to develop vaccines, therapeutics, and diagnostics targeted to Category A-C agents; 

· Relevance of the proposed research to the candidate's career objectives; 

· Appropriateness of the research plan to the stage of research development and as a vehicle for developing the research and clinical skills described in the career development plan; and

· Adequacy of the plan's attention to children, gender and minority issues when human subjects are involved.

Mentor/Co-Mentor (10 points)

· Appropriateness of mentor(s) research qualifications in the area of this application;

· Quality and extent of mentor(s) proposed role in providing guidance and advice to the candidate;
· Previous experience in fostering the development of researchers; 

· History of research productivity; and

· Adequacy of support for the proposed research project.

Environment and Institutional Commitment (15 points)

· Adequacy of research facilities, training opportunities, and appropriate educational opportunities;

· Quality and relevance of the environment for scientific and professional development of the candidate; 

· Applicant institution's commitment to the scientific development of the candidate and assurances that the institution intends the candidate to be an integral part of its research program; and
· Applicant institution's commitment to an appropriate balance of research and clinical responsibilities including the level of 75 percent effort proposed by the candidate.

Budget

· Justification of the requested budget in relation to career development goals and research aims.

AWARD CRITERIA

Funding decisions will be made based on the recommendations of the MARCE MOC and an external review board.

Completed applications are to be submitted electronically in a single PDF document and emailed to rcegrants@medicine.umaryland.edu by midnight Sunday, October 29, 2006.  Three letters of recommendation are to be sent electronically by each author directly to the MARCE and emailed to rcegrants@medicine.umaryland.edu by midnight Sunday, October 29, 2006.  The application, including the face page with PI and institutional signatures, should be mailed to the MARCE Administrator at the address listed below:

Gloria Smedley, MBA

MARCE Research Administrator

Center for Vaccine Development

University of Maryland, School of Medicine

685 W. Baltimore St., Room 480A

Baltimore, MD  21201

gsmedley@medicine.umaryland.edu
Phone:  (410) 706-5328

INQUIRIES

Email and telephone inquiries concerning this program announcement are strongly encouraged especially during the planning phase of the application.  

MARCE contact for inquiries or further information:

Jennifer Snyder, Ph.D.

MARCE Research Coordinator

jsnyder@medicine.umaryland.edu
Phone:  (410) 706-5330

MARCE










