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GENERAL INFORMATION AND POLICIES 
The major objective of Oklahoma State University College of Medicine’s Department of Family Medicine ("DFM") is to encourage scientific research.  The Division of Research ("DOR") is responsible to the DFM for helping develop and facilitate the research activities of the DFM faculty, residents and students. The DOR implements DFM policy on the evaluation of applications to the Protected Research Time Program described in this Handbook through Interdisciplinary Research Groups (“IRG”), which make the initial recommendations concerning allocation of protected time for research projects. All recommendations of the DOR concerning research grants are submitted for approval to the Director of Research and to the DFM chair. 

ROLE AND SCOPE OF PROTECTED RESEARCH TIME PROGRAM (PRTP)

The purposes of the Protected Research Time Program administered by the Division of Research, through the Department of Family Medicine, are to: 


1.
Support faculty in meeting promotion and tenure (P/T) requirements; 


2.
Encourage contributions to research throughout their careers; and


3.
Encourage service as role models/mentors to students. 

For purposes of the PRTP, qualifying research projects are those that demonstrate an emphasis on HRSA and its Bureau of Health Professionals (BHPr) areas of interest, which are also reflected in Oklahoma State University’s Center for Health Sciences mission and vision.  HRSA’s priorities focus on expanding and improving primary health care for medically underserved people, health and related services for people with HIV/AIDS, maternal and child health, health professions training and education, rural health, telemedicine and organ donation.  (For more information on HRSA or BHPr, visit www.hrsa.gov or http://bhpr.hrsa.gov/).  Specific areas of concern include public health, mental health, domestic violence, telemedicine and minority healthcare.  BHPr works in conjunction with these priorities in an effort to provide quality healthcare to all Americans through a dedicated and highly trained workforce of qualified and caring health care professionals. DFM faculty members are encouraged to use their talents and interest to further serve these areas through the acquisition of protected research time.
ELIGIBILITY REQUIREMENTS FOR PRTP APPLICANTS 
PRTP grants are awarded only to core DFM clinical faculty meeting the requirements stated herein and as described in the "PARTICIPANT RESPONSIBILITIES" section of this document. 
The principal investigator of an application granted through the PRTP shall be: (a) an osteopathic physician, who holds a faculty or staff appointment within the OSU COM’s Department of Family Medicine; 


The principal investigator must be qualified as described under the section entitled "PARTICIPANT RESPONSIBILITIES" and must operate within the established institutional research program. 


The DOR, through the DFM, administers the Protected Research Time Program which may be used for any type of basic or clinical research that is osteopathic in nature and satisfies the institutional objectives of OSU’s Department of Family Medicine.  Successful applications will reflect the interests of the DFM as well as HRSA and BHPr, in collaboration with community partners.  (Refer to “ROLE & SCOPE OF PROTECTED RESEARCH TIME PROGRAM” above.)
 PROTECTED RESEARCH TIME PROGRAM HANDBOOK
The Protected Research Time Program Handbook is available on the OSU COM website at (http://osu.com.okstate.edu/college/department.htm) under “Family Medicine”, “Research and Scholarship”. It incorporates all changes in policy that occur as approved by the Division of Research, Department of Family Medicine and/or Oklahoma State University, as appropriate.  Applicants for PRTP awards are required to use this handbook. 
PARTICIPANT RESPONSIBILITIES 
GENERAL ASSURANCES
Faculty who are awarded research time must adhere to all regulations involving use of biotechnology products, vertebrate animals, human research subjects, and autopsy materials.  This responsibility extends also to those sites, other than at the sponsoring institution, where the applicant may be completing a portion of his/her training program under the supervision of a consultant. 


Furthermore, the awardee must give assurance to the DFM chair, IRG Peer Review Sub-committee and the Director of the DOR that protected time will be used solely for research activities as outlined in his/her application.  Any changes to the scope of research after receiving research time must be communicated in writing to the DOR Director as soon as such changes are known.

PROTECTION OF HUMAN RESEARCH SUBJECTS 
All awardees who receive protected research time through the DOR must conform to the standards established by the U.S. Department of Health and Human Services (DHHS) for use of human research subjects. Each awardee must comply with Institutional Review Board (IRB) policies and procedures, which requires review and approval of all research activities involving human subjects. Basic requirements are given in DHHS regulation 45 CFR 46 PROTECTION OF HUMAN SUBJECTS (or as revised). These regulations are available from the Office for Protection from Research Risks, National Institutes of Health, Bethesda, MD 20205, (301-496-7041).  
The applicant bears responsibility for safeguarding the rights and welfare of human subjects in research conducted on behalf of OSU. "Human subject" is defined as a "living individual about whom an investigator (whether professional or student) conducting research obtains (1) data through intervention or interaction with the individual or (2) identifiable private information."  The regulations apply to the use of human organs, tissues, and body fluids from individually identifiable human subjects as well as to graphic, written, or recorded information derived from individually identifiable human subjects.  The use of autopsy materials is governed by applicable state and local law and is not directly regulated by 45 CFR 46. 

Investigators who conduct research involving fetuses, pregnant women, children, human in vitro fertilization, or prisoners must follow the provisions of the regulations in subparts B, C, and D of 45 CFR 46, which describe the additional protections required for these subjects. 

Research that is exempt from coverage by the regulations includes activities in which the only involvement of human subjects will be in one or more of the following six (6) categories: 
1.
Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as (a) research on regular and special education instructional strategies, or (b) research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods. 

2.
Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior, unless: (a) information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects; and (b) any disclosure of the human subjects' responses outside the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, or reputation. 

3.
Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior that is not exempt under paragraph (2)(B) of this section, if: (a) The human subjects are elected or appointed public officials or candidates for public office; or (b) federal statute(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter. 

4.
Research involving the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens, if these sources are publicly available or if the information is recorded by the investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the subject. 

5.
Research and demonstration projects which are conducted by or subject to the approval of department or agency heads, and which are designed to study, evaluate, or otherwise examine: (a) public benefit or service programs; (b) procedures for obtaining benefits or services under those programs; (c) possible changes in or alternatives to those programs or procedures; or (d) possible changes in methods or levels of payment for benefits or services under those programs. 

6.
Taste and food quality evaluation and consumer acceptance studies, (a) if wholesome foods without additives are consumed or (b) if a food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or agricultural chemical or environmental contaminant at or below the level found to be safe, be the Food and Drug Administration or approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture. 

IRB applications, policies and procedures are available through OSU’s University Research Compliance website (http://compliance.vpr.okstate.edu/hsp.htm).  IRB approval MUST be received in order to be awarded research time for studies involving human subjects.

PROTECTION OF VERTEBRATE ANIMALS 
All awardees who receive protected research time through the DOR must conform to the standards established for use of vertebrate animals by the U.S. Department of Health and Human Services (DHHS). Federal regulations for use of animals require the research facility to have an Institutional Animal Care and Use Committee (IACUC). Federal requirements for procurement and care of animals are enforced by the Animal and Plant Health Inspection Service (APHIS) of the U.S. Department of Agriculture (USDA). DHHS requirements related to animal use are found in: PHS Policy on Humane Care and Use of Laboratory Animals by Awardee Institutions; U.S. Government Principles for the Utilization and Care of Vertebrate Animals Used in Testing, Research, and Training; and Guide for the Care and Use of Laboratory Animals (or as revised). These regulations are available from the Office for Protection from Research Risks, National Institutes of Health, Bethesda, MD 20205. 

IACUC applications, policies and procedures are available through OSU’s University Research Compliance website (http://compliance.vpr.okstate.edu/acuc/theiacuc.htm).  IACUC approval MUST be received in order to be awarded research time for studies involving animal subjects.

INSTRUCTIONS FOR GRANT APPLICATIONS 

DEADLINE & SUBMISSION INFORMATION 
Application forms are available from the Department of Family Medicine’s Division of Research or online at http://osu.com.okstate.edu/college/department.htm. Applicants are invited to contact the Division of Research if there is a question about the meaning of a specific provision in the application. By the time the application is received for evaluation, it must be complete. 

All applications must be received by 5:00 P.M. on the date specified for each annual cycle. The dates will be determined by the DFM Chair and DOR Director. These dates will be disseminated to qualifying applicants as soon as they are determined.  Due to the “turnaround time” required for research projects, applicants may submit a request for research time at any time.  However, no more than 20 hours/week will be awarded to all awardees at any one time. Applications must be complete to be considered. 

The original plus six (6) single-sided copies of each application are required. (Seven (7) copies of appended materials are also needed.) The original must be signed by the individual who would be legally responsible for the research project, i.e., the principal investigator and the appropriate sponsoring party. 


Applicants applying for Protected Research Time to be used for multiple research projects must submit a complete application (Forms A-D and any supplemental materials required) for each project for which he/she hopes to receive time.  Each project will be evaluated and subject to approval per HRSA and BHPr guidelines, as stated previously.  It is possible to be awarded time for all, some or none of the proposed projects.
FORMAT & INSTRUCTIONS FOR GRANT APPLICATIONS 
Applications should be typed single-spaced and submitted in the following order: 

1. Research Description (Form A): concisely explain the proposed project using only the space provided.

2. IRB/IACUC Certificate of Compliance, Protection of Research Subjects (Form B): if already approved, seven (7) copies of all consent permissions are required.  If approval is pending, an explanation of the status of the approval process is required, using only the space provided.
3. Project Summary (Form C): provide specific information on the particulars of the project as indicated. (The summary will be included with the recommendation of the DOR at its presentation to the IRG. The summary will also be used for releases to OSU/COM/DFM publications to explain your project.)

4. Application (Form D, 2 pgs.): complete with appropriate signatures.
CONTINUATION APPLICATIONS 
Grantees may reapply for support on a year-by-year basis beyond the initial year of support for ongoing research.  The aims of the project cannot change significantly and the title should remain the same. The continuing application procedure is the same as that used for the original application and must contain a report of progress that has been made in the previous year. However, new projects will require the submission of a separate application.  
PROCESSING OF GRANT APPLICATIONS 
ADMINISTRATIVE INFORMATION 
The Division of Research acknowledges all grant applications and prepares a "Grant Application Review Sheet" for each, noting any format deficiencies.  The DOR is responsible for initial review of all grant proposals and will then distribute applications to IRG Peer Review Sub-committees. Each Sub-committee member receives a copy of the OSU Center for Health Sciences College of Osteopathic Medicine Department of Family Medicine Protected Research Time Program Handbook, including the "Reviewer Guidelines” (p. 8). 

Each member of the IRG Sub-committee receives a copy of all grant proposals. 

RANKING SYSTEM 
All proposals are considered for scientific acceptability, BHPr and HRSA interest compatibility and osteopathic significance. Additionally, faculty members’ status for P/T may supersede ranking criteria. Each proposal will be ranked as follows: 

1.0
Highest rank; clear scientific acceptability, BHPr and HRSA interest and osteopathic significance; no revisions in protocol needed; excellent experimental design; important research problem; original approach; highly qualified investigator(s); suitable facilities. 

2.0
Moderate rank; moderate scientific acceptability, BHPr and HRSA interest and osteopathic significance; minor revisions in protocol needed; average experimental design; good research problem; good approach; qualified investigator(s); suitable facilities. 
3.0
Low rank; little scientific acceptability, BHPr and HRSA interest and osteopathic significance; poor experimental design; old research problem; poor approach; problems with investigator(s) qualifications; problems with facilities; barely acceptable scientifically, could be salvaged for later cycle if the research problem is good. 
4.0
Lowest rank; no scientific acceptability, BHPr and HRSA interest and osteopathic significance; not scientifically acceptable; project could be salvaged only by totally rethinking and rewriting the protocol; expert consultation needed. 

Each grant application is given a priority score of 1.0 (highest) to 4.0 (lowest). Scientific merit is the principal criterion used in awarding grants. All proposed projects should be in line with OSU CHS’ Mission, Vision and Core Values and reflect HRSA/BHPr areas of interest.
As noted in the description of the ranking system above, the relevance of the project to scientific acceptability, BHPr and HRSA interest and osteopathic significance is of utmost importance. The investigator should establish this relevance very clearly in the development of the hypothesis. 

AWARD & NOTIFICATION 
All initial recommendations of the IRG Sub-committee are submitted to the Division of Research Director for review and approval of final recommendations which are then made to the Department of Family Medicine Chair for final approval. 

The Director notifies the applicants of the Sub-committee’s actions in writing, usually within a week after it meets. Following formal approval by the DFM Chair, applicants with approved projects are again notified in writing. Information provided to applicants is limited to the disposition of the application and does not include details pertaining to the basis for the decisions made by the IRG Sub-committee and/or the DOR Director. 

RELEASE OF INFORMATION 
Information concerning grant applications will be provided only to the principal investigator and the authorized official who signs for the applicant.  Any other individuals seeking information concerning a specific grant will be denied that information. 

INFORMATION FOR GRANTEES 
Each grantee must conduct his/her investigation in accordance with plans outlined in the application for which the grant was made and must also keep a careful record of his/her project and all matters pertinent to it. 

REQUIRED REPORTS 

All reports should be sent to the Division of Research Project Coordinator (See Table of Contents for complete address). 

1. Progress Reports. Progress reports are required midway through the research time award period (e.g. at 6 months for 1 year awards, 3 months for 6 month awards, etc.) as part of any continuing application process. Progress reports must include progress made in relation to the program as outlined in the application, problems that occurred regarding techniques and other matters, consultations, prognosis as to anticipated progress during continued studies, and conclusions, if any, on work done. Reports should be no longer than 2 typed pages.
2. Final Report. When a project is completed, a final report on the conduct of the study shall be submitted within eight weeks following the end of the research time award period.  This report should include statements of techniques used, the results of the study, the problems encountered, conclusions concerning the value of the investigation and suggestions concerning further study. Publications or manuscripts may be accepted in lieu of progress reports. However, each grantee, when publishing results of his/her investigations, shall acknowledge support of the project by the "OSU Department of Family Medicine’s Protected Research Time Program." Copies of manuscripts or reports shall be furnished to the DFM Chair, the DOR Director and Project Coordinator. 
No new or continuing grants will be considered until reports that are due are submitted and approved. 
3. Research Conference Presentation.  All recipients of awards are strongly urged to present the results of their study at a subsequent conference within 1 year after completion of the research. Failure to present results within this period will strongly influence any decisions regarding future research time awards. 
4. Publications.  When the results of the research are published, a reprint or a copy of the paper shall be submitted to the Division of Research.
REVIEWER GUIDELINES FOR THE 
INTERDISCIPLINARY RESEARCH GROUP PEER REVIEW SUB-COMMITTEE
OKLAHOMA STATE UNIVERSITY COLLEGE OF OSTEOPATHIC MEDICINE 

DEPARTMENT OF FAMILY MEDICINE 
This two-page outline is intended to be used by invited reviewers as a suggested guide to prepare written comments on research grant applications. Use of these guidelines should assure coverage of all aspects essential for careful substantiation of the recommendations made by the IRG Sub-committee. If there are any aspects of the proposal not covered by the guidelines, which you feel should be considered, please feel free to comment. 

1. Proposal: Discuss the strengths and weaknesses of various aspects of the proposal.  Are the aims logical? Is the purpose timely, relative to the current status of research in this field? Is the design adequate to support or refute the hypothesis? Are the procedures feasible? What problems do you anticipate? Will the research add useful data to the body of knowledge? Is the purpose realistic? If this is a continuing project request, comment on the progress to date. 

2. Data collection and analysis: Are the observations, measurements, and records which are proposed adequate to insure a productive project? When appropriate and your expertise includes this knowledge, please comment on the statistical design of this project. 

3. Osteopathic relevance: When appropriate and your expertise includes this knowledge, please comment on the significance of this project in relation to osteopathic or structural concepts or concerns. 

4.
Investigator(s): Is the applicant capable and prepared to develop the project and publish results?  Discuss any special attributes of the personnel who would be associated with the project. Has enough time been allotted for the personnel to devote to this project to insure its timely progress? Discuss qualifications and previous accomplishments of the personnel. 

5.
Resources and environment: Discuss any special aspects of the facilities or equipment. Comment on the availability of such resources as special animal species, tissue preparations, and clinical case material, when appropriate. Also, when appropriate, discuss the extent of departmental, interdepartmental and institutional cooperation. 

6.
Other considerations: Are there ethical issues, which should be addressed? Is the welfare of subjects adequately protected? Are any potentially hazardous materials or procedures proposed? Has the investigator considered these problems and proposed adequate protection? 

7.
Reviewer's recommendation: Summarize your recommendation in terms of action that the Council should consider. When appropriate, discuss the revisions you feel should be made before this project receives support.  Also assign a rank (1.0 - 4.0) to the proposal which reflects its technical merit.  A proposal may possess all or some of the attributes listed for each rank. Intermediate ranks (1.25, 1.50, 1.75, 2.25, 2.50, 2.75, 3.25, 3.50, 3.75) may be given. 

RANKING SYSTEM 

1.0
Highest rank; no revision in protocol needed; excellent experimental design; important research problem; original approach; highly qualified investigator(s); suitable facilities. 

2.0
Moderate rank; minor revision in protocol needed; average experimental design; good research problem; good approach; qualified investigator(s); suitable facilities. 

3.0
Low rank; major revision in protocol needed; poor experimental design; old research problem; poor approach; problems with investigator(s) qualifications; problems with facilities; barely acceptable scientifically, could be salvaged for later cycle if the research problem is good. 

4.0
Lowest rank; not scientifically acceptable; project could be salvaged only by totally rethinking and rewriting the protocol; expert consultation needed. 

OSU COLLEGE OF OSTEOPATHIC MEDICINE

DEPARTMENT OF FAMILY MEDICINE
APPLICANT'S CHECKLIST
FOR PROTECTED RESEARCH TIME GRANTS

This is an optional form for use in preparing the application. Do not submit this form with the application. Complete applications will include:


Form A ___; 

Form B ___ (with appropriate consent documentation, if applicable); 

Form C ___; 

Form D ___; (two pages, with appropriate signatures)
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