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RJOS/OREF/DEPUY RESEARCH GRANT 

IN WOMEN’S MUSCULOSKELETAL HEALTH 

ADMINISTRATIVE POLICIES AND PROCEDURES
1. Objective:

The Ruth Jackson Orthopaedic Society (RJOS), DePuy Orthopaedics, Inc., and the Orthopaedic Research and Education Foundation (OREF) are jointly sponsoring a research grant to encourage new investigators pursuing research that will increase or enhance knowledge in the area of women’s musculoskeletal health and to enhance our understanding of how gender and diversity differences affect the outcomes of orthopaedic procedures. One grant of up to $15,000 for one year will be available. Basic science, translational, and clinical projects are eligible. Clinical relevance must be explicitly and clearly described. The previous grant program was reserved for RJOS members only. This newly revised program is open to all investigators that meet the eligibility criteria.
2. Eligibility: See page 3.A.
3. Deadline for Application: September 26, 2014 - This is the DUE date, not the postmark date.
4. Period of Grant: July 1, 2015 through June 30, 2016
5. Amount: Up to $15,000 for one year.
6. Items Required:

· Applicant must submit current version of this application, even if this is a resubmission.

· Original application (with signatures) must arrive in the OREF office by the September 26 deadline. 
· CD-Rom (CD-R or CD-RW) (PC format) or USB Flash Drive containing: 
· ALL application materials (Word Document only).  Any figures, tables, etc. should be part of the single Word document submitted. If a single file is not possible, please be sure to clearly identify all parts of the submission.  If desired, a larger version of any figures, tables, etc. may be included at the end of the document.
· Have confidential letters of reference sent from:
· Department Chair of your present or most recent clinical training program

· Other (3) 

These should be e-mailed directly to Mary Marino at marino@oref.org.
· Provide Animal IACUC approval, if applicable (PDF file is acceptable).
· Provide Human IRB statement, if applicable (PDF file is acceptable).
7.  Submission Instructions:  Delete all grant instructions and guidelines before saving application on CD or flash drive.
Please submit complete application to:      







Mary Marino


Grants Manager

Orthopaedic Research and Education Foundation


6300 N. River Road, Suite 700


Rosemont, IL 60018-4261


Phone: (847) 384-4359
Please review the FAQs (Frequently Asked Questions) on the OREF Web site for additional assistance.

**Submissions failing to follow the guidelines or instructions may not be considered.**

I.
PROGRAM INFORMATION

A. Eligibility:
1. The principal or co-principal investigator must be an orthopaedic surgeon. PhD or DVM may serve as the principal or co-principal investigator but must have a primary academic appointment with an orthopaedic department and working with a principal or co-principal investigator that is an orthopaedic surgeon (If applicant is a PhD or DVM, a letter from the orthopaedic department chair confirming his/her appointment is required).
2. The applicant must be working at an institution in the United States or Canada.
3. An individual who has received an R01 National Institutes of Health (NIH) grant or its equivalent as a principal investigator is ineligible.

4. Applicants are limited to one submission per individual regardless of category each year.  The same project may not be submitted in multiple grant categories, even if the PI is different.  The principal investigator may receive only one OREF grant of each type during his/her lifetime (This grant was previously known as the RJOS/OREF/DePuy Career Development Grant).
B. Application Procedure:

1. Applicant must check “yes” on application if this is a resubmission.  Resubmission refers to the application submitted on a similar topic with or without the same title, within the past three years.  Resubmissions must include a one-page summary indicating how the applicant has responded to previous critique(s).  New information should be either in bold italicized type, or use a vertical line in the right margins to indicate changes, unless the entire application has been rewritten.  An application can be resubmitted twice.  
2. The application must be clipped, not stapled; and must be single-sided.  The proposal must be single-spaced.  The font size must not be smaller than 10-point; 12-point is strongly recommended for the research plan.  Type density must be no more than 15 cpi.  No more than 6 lines of type may constitute a vertical inch.  Minimum margins must be 1/2 inch for left and right, 1 inch for top and bottom.  The application must also be submitted to OREF on either a CD or USB flash drive.  See Page 2 for details.

3. Total Research Plan is not to exceed fifteen (15) pages, excluding the one page summary for resubmissions (see page 6).

4. The current version of the application must be used, even if this is a resubmission.

5. Applications materials are available on OREF’s Web site (www.oref.org).

C. Notification of Award:
OREF will notify each applicant in writing in February or March.  This will allow the Grantee and institution sufficient time to equip the lab and hire personnel for a July 1 start date.

D. Mentoring:

OREF recognizes the importance of mentoring relationships for the professional development of orthopaedic investigations.  Mentors provide direction, support and inspiration.  Applicants should highlight his/her mentoring relationship and discuss any activities relevant to the proposed research project.  The Orthopaedic Research Society has developed a dynamic mentoring program to guide musculoskeletal researchers in their career paths.  We recommend that applicants who are ORS members visit www.myors.org  and click on the mentoring tab for details.
II.
 INSTRUCTIONS FOR COMPLETING THE RESEARCH GRANT APPLICATION
A.
Face Page (AA) of application, Page AA-1, AA-2 and AA-3:

1. Page AA is the cover sheet for the entire application. Please complete all sections.  Page AA-1 requires the institution’s Financial Officer, Alternate Contact and Society Membership information.

2. The project title must contain a reference to the clinical relevance of your project.

3. Please enter specific titles, departments, addresses, telephone and email addresses, where requested.  E-mail addresses are required.  Include investigators’ National Provider Identification Number (if applicable) where indicated to enable OREF to comply with Sunshine Act reporting regulations.
4. Signatures are required for applicant, department chair, the financial officer and the official authorized to sign for the institution.  No “per” signatures are permitted.

5. Please indicate the type of project (basic, clinical or health services). Please rank the 3 categories that relate to the project in order of relevance.  In addition, please indicate other relevant categories.
B.
Page BB:

Statement of Career Goals:  Provide a statement describing your career goals, including a summary of past accomplishments in research, citing future research goals and how successful completion of this Research grant will enhance your potential for future NIH or other large scale funding. Please elaborate on your interest in women’s musculoskeletal health and/or gender differences. Please indicate what you would like to be doing in five to ten years.  Please limit statement to three (3) pages.
C.
Pages CC and CC-1:

1. Abstract of Research Plan:  Provide a 100-word abstract with 5 underlined phrases for project summary.  State the broad, long-term objectives and specific aims, making reference to the health relatedness of the project.  Describe concisely the research design and methods for achieving these goals.  Avoid summaries of past accomplishments and the use of the first person.  This description is meant to serve as a succinct and accurate description of the proposed work when separated from the application.

2. Statement of Clinical Relevance: Provide a statement (200-word limit) that explicitly and clearly describes how your research project will impact the clinical practice of orthopaedics (including how information could be used to develop strategies for treating women’s musculoskeletal health issues or gender differences). Describe how your project will change the way we think about clinical problems or how we treat them.

3. Specialty Society Relevance:  Please describe how your research applies to and ultimately benefits any orthopaedic society(ies).  Provide answers to the two questions.

4. Performance Site(s):  List name and location of all site(s) where the work will be performed.  Provide details on Page FF under Resources.

5. Statement on Diversity:  OREF recognizes a unique and compelling need to promote diversity in the biomedical, behavioral, clinical and social sciences research community.  We encourage efforts to diversify the workforce to lead to the recruitment of the most talented researchers from all groups; to improve the quality of the educational and training environment; to balance and broaden the perspective in setting research priorities; to improve the ability to recruit subjects from diverse backgrounds into clinical research protocols; and to improve the capacity to address and eliminate health disparities.
The application should address diversity issues in the proposal to include racial and ethnic groups, gender and age, disabilities, and disadvantaged backgrounds, if applicable.
6. Key Personnel:  List all personnel associated with the project.  Provide details of their responsibilities on page EE under Budget Justification.
D.
Page DD:

Complete the Table of Contents.  Please reference the page numbers of your application.

E.
Page EE:

1. Enter budgets for budget period on page EE.  Provide justification for each expense and category on bottom of page.
2. Salaries and Wages:  Enter the name, percent of time on project and salary requested, as well as normal fringe benefits, i.e., pay for vacation, sick days, and holidays charged to the grant.  On budget justification page, state what each person will be doing.  No salary can be requested for the PI.

3. Permanent equipment:  Any major piece of equipment or apparatus costing more than $500 should be itemized, and justifications made.

4. Consumable supplies:  Glassware, chemicals, supplies and all expendable materials may be grouped in this category under appropriate subheading.

5. Animal charges, core facility fees, and fees for special procedures must be itemized.

6. Travel Expenses:  The Grantee (Pl) is invited to attend the annual ORS/OREF/AAOS New Investigator Workshop to learn strategies for success in competing for NIH or other large-scale funding. This workshop is optional for the grant recipient. Participants pay a registration/housing fee of approximately $600 for this workshop which should also be included in the budget.  Participants are invited to prepare a grant proposal that will be critiqued during the workshop.  Workshop attendees may not have been awarded an NIH R01 grant or equivalent. No other travel funds may be charged against the grant.
7. All other expenses:

a. Retirement plan and Federal Insurance Compensation Act employer contributions may be charged to grants, when such contributions are made as part of the normal practice of the institution.  The percentage of such costs charged on behalf of a given individual must be calculated based on the percentage of that individual's salary charged to the grant.  These expenditures must be shown in this category for approval.

b. Publication costs, including up to 200 reprints, without covers, of any paper carrying the credit line "Aided by a Grant from the Orthopaedic Research and Education Foundation" may be charged against the grant if the principal investigator so desires.

c. No overhead or indirect costs can be charged against the grant.

F.
Pages FF, FF-1 and FF-2:  

1. Biographical sketches must be submitted for all investigators listed under key personnel on page 5 of the application.  

2. Complete boxes with licensing and demographic information.

3. Be sure to include experience relevant to the project.  The NIH format has been adapted and should be followed as stated.
G.
Page GG:

List facilities available at your institution or other sites where the research will be performed.  Include laboratory space and major equipment available for use with this investigation.

H.
Page HH:  Research Plan Format:
1. Complete this section on continuation pages, giving details following the outline below.  The research plan should be self-contained and include sufficient information to evaluate the project, independent of any other document (e.g., previous application.  Be specific and informative, and avoid redundancies.

If this is a resubmission, one additional page should be included as an introduction, indicating how the previous critique(s) has (have) been addressed. Changes should be shown in bold italicized type, or use a vertical line in the right margin to indicate changes.

2. Begin each section of the research plan with a section header (e.g., Specific Aims, Research Strategy, etc.)  The Research Strategy is composed of three distinct sections: Significance, Innovation, and Approach.  Note the Approach section also includes Preliminary Studies for new applications and a Progress Report for resubmitted applications.  The total proposal (a - b) must not exceed fifteen (15) pages.  

a. Specific Aims – State concisely the goals of the proposed research and summarize the expected outcome(s), including the impact that the results of the proposed research will exert on the research field(s) involved.  

List succinctly the specific objectives of the research proposed, e.g., to test a stated hypothesis, create a novel design, solve a specific problem, challenge an existing paradigm or clinical practice, address a critical barrier to progress in the field, or develop new technology.  

Specific Aims are limited to one page.

b. Research Strategy – Organize the Research Strategy in the specified order and using the instructions provided below.  Start each section with the appropriate section heading – Significance, Innovation, Approach.  Cite published experimental details in the Research Strategy section and provide the full reference in the Bibliography and References Cited section.

Significance – Explain the importance of the problem or critical barrier to progress in the field that the proposed project addresses.

Explain how the proposed project will improve scientific knowledge, technical capability, and/or clinical practice in one or more broad fields.

Describe how the concepts, methods, technologies, treatments, services, or preventative interventions that drive this field will be changed if the proposed aims are achieved.

Innovation – Explain how the application challenges and seeks to shift current research or clinical practice paradigms.

Describe any novel theoretical concepts, approaches or methodologies, instrumentation or intervention(s) to be developed or used, and any advantage over existing methodologies, instrumentation or intervention(s).

Explain any refinements, improvements, or new applications of theoretical concepts, approaches or methodologies, instrumentation or interventions.

Approach – Describe the overall strategy, methodology, and analyses to be used to accomplish the specific aims of the project.  Unless addressed separately, include how the data will be collected, analyzed, and interpreted as well as any resource sharing plans as appropriate.
Discuss potential problems, alternative strategies to achieve the aims, and benchmarks for success.

If the project is in the early stages of development, describe any strategy to establish feasibility, and address the management of any high risk aspects of the proposed work.  

Highlight any procedures, situations, or materials that may be hazardous to personnel and precautions to be exercised.

Include information on preliminary studies describing briefly any work you have done that is particularly pertinent.

State inclusion criteria (e.g., gender, age, ethnicity, disabilities and disadvantaged backgrounds) and a statement of gender differences, when applicable.

If an application has multiple Specific Aims, then the applicant may address Significance, Innovation and Approach for each Specific Aim individually, or may address Significance, Innovation and Approach for all the Specific Aims collectively.
c. If appropriate, please address the following:

(1) Type of Study Design – e.g. randomized, controlled, cohort comparison, case series, or other.

(2) Did you state the goal, objectives and the full hypotheses in the introduction?

(3) What is the planned process of recruitment? How will selection bias be avoided?

(4) What is your retention plan for assuring sufficient numbers to allow completion of the investigation?

(5) How will you assure generalizability of this investigation to clinical practice (e.g., clinical relevance, university to community practice, US to other international sites, etc.)?

(6) What is the demographic description of your planned population/experimental group (e.g. age, gender, race, educational level, socio-economic status)?

(7) What are (were) your eligibility recruitment criteria (Inclusion/ exclusion)?

(8) What are your outcome variables?

(9) For patient outcome investigations, how will charges and costs be determined?

(10) Will participant comorbidities be assessed? If so, which comorbidity tool(s) will you use?

(11) What stratification variables will be used (demographics, disease severity, educational level, work status, social supports, patient utilities, etc.)?

(12) Describe the methods used to avoid the potential of non-random effects due to investigator bias (“gaming”).

(13) Will this study be blinded? Please describe process.

(14) Have you described the treatment to each group (experimental and control) with sufficient clarity such that reproducibility can reasonably be assured? 

(15) Complications - Which complications will be explored? How will complications be identified?  Will a structured tool be utilized (e.g.: Greenfield)? What definitions of individual complications will be used?

(16) Statistical Analysis - What statistical analysis(es) will be used? What is your anticipated statistical power for the principal and alternative hypotheses of interest?  If applicable, how will you adjust for multiple data analyses?
(17) What other approaches will be used to assure quality of this investigation (i.e., study oversight committee, blinding of the analyses, data completion, protocol violations, etc.)?

(18) What ethical concerns are present and how are these to be reconciled?

(19) If this investigation is successful, how will it provide a foundation for future investigations?

(20) Significance:

(a) What are the anticipated benefits from this study?

(b) What is the expected magnitude of the benefit(s)?

(c) For clinical studies, what validation measures will be used to capture the health status impact(s) of the planned intervention(s)?

(d) What clinical complications might be reduced?

(e) What is the potential economic impact of the planned research endeavor (to the individual and/or to society at large)?

(f) What party or parties will receive direct or indirect benefits from this investigation?

(21) Confidentiality/Security - Who will have access to scientific data and what security safeguards exist in your data retrieval system?

(22) Appendix - Include preliminary reports, time line for planned investigation, planned data acquisition instruments, power analysis, database layout, letters of support, etc.

(23) What are plans for dissemination of findings?

2. Page ii:  Project Timeline – Prepare a proposed timeline for each of the project’s specific aims, demonstrating progress expected at 6 and 12 months.

3. Page ii:  Human Subjects - Attach a Human IRB statement, if applicable.  IRB approval is required for any studies including patients or patient material. If approval is pending at the time of application, please note that on the Face Page.  If the project is funded, final IRB approval will be required before funding begins.  

4. Page ii:  Vertebrate Animals – If vertebrate animals are involved in the project, address each of the five (5) points below.  This section should be a concise, complete description of the animals and proposed procedures.  While additional details may be included in the Research Strategy, the responses to the five required points below must be cohesive and include sufficient detail to allow evaluation by peer reviewers.  The five (5) points are as follows:

a. Provide a detailed description of the proposed use of the animals for the work outlined in the Research Strategy section.  Identify the species, strains, ages, sex, and numbers of animals to be used in the proposed work.

b. Justify the use of animals, the choice of species, and the numbers to be used.  If animals are in short supply, costly, or to be used in large numbers, provide an additional rationale for their selection and numbers.

c. Provide information on the veterinary care of the animals involved.

d. Describe the procedures for ensuring that discomfort, distress, pain, and injury will be limited to that which is unavoidable in the conduct of scientifically sound research.  Describe the use of analgesic, anesthetic, and tranquilizing drugs and/or comfortable restraining devices, where appropriate, to minimize discomfort, distress, pain, and injury.

e. Describe any method of euthanasia to be used and the reason(s) for its selection.  State whether this method is consistent with the recommendations of the American Veterinary Medical Association (AVMA) Guidelines on Euthanasia.  If not, include a scientific justification for not following the recommendations.

Attach a Vertebrate Animal IACUC approval, if applicable.  If approval is pending at the time of application, please note that on the Face Page.  If the project is funded, final IACUC approval will be required before funding begins.

5. Page JJ:  Bibliography and References Cited – Provide a bibliography of any references cited in the Research Plan.  Each reference must include names of all authors (in the same sequence in which they appear in the publication), the article and journal title, book title, volume number, page numbers, and year of publication.  Include only bibliographic citations.  Follow scholarly practices in providing citations for source materials relied upon in preparing any section of the application.  The references should be limited to relevant and current literature.  While there is not a page limitation, it is important to be concise and to select only those literature references pertinent to the proposed research.
A. Research Funding Workshop - Grantee is invited to attend the ORS/OREF/AAOS Research Funding Workshop to improve grant writing skills and opportunities for NIH or other large-scale funding.  Participants are asked to submit a draft proposal to the workshop for discussion with a mentor.  Expenses for this workshop may be included in the budget for the grant.

B. Page KK:  Role of the Orthopaedic Surgeon:

Provide a statement, clarifying the role of the orthopaedic surgeon, stating significant part taken in the planning and/or execution of the design and analysis of data and time to be allocated to the project each week during the 12 month time period, including percent of time and use of time.  Simple technical roles such as obtaining tissue samples at surgery or providing patients for analysis are not generally considered to be substantial roles.

C. Page KK:  Relevance of the Project to the Mission of the Orthopaedic Research and Education Foundation and the Ruth Jackson Orthopaedic Society
OREF Mission:  The Orthopaedic Research and Education Foundation (OREF) is an independent organization that raises funds to support research and education on diseases and injuries of bones, joints, nerves and muscles.  OREF-funded research enhances clinical care, leading to improved health, increased activity, and a better quality of life for patients.

RJOS Mission:  The purpose of this society and organization is to encourage, promote and advance the science and medical art and practice of orthopaedic surgery amongst women and to promote women’s musculoskeletal health, through scientific, educational and charitable activities.
D. Page LL: List of Personal References:
Four confidential letters of reference are required and should comment on the applicant’s sustained interest in research as well as her level of excellence in clinical training.  One letter must be from the director of your present or most recent clinical training program.  If applicable, references from your research advisor (sponsoring physician) and sponsoring institution should be included.  References should be e-mailed directly to OREF to marino@oref.org. 
E. Correspondence:

Completed application with original signatures should be directed to:

Mary Marino, Grants Manager

Orthopaedic Research and Education Foundation
6300 N. River Road, Suite 700 
Rosemont, IL 60018-4261

Phone: (847) 384-4359
III.
GUIDELINES

A.
Fiscal Procedures and Policies:

1. Facilities to be provided by Grantee Institution:

a. Grantee Institution is expected to provide all necessary, basic facilities and services.  These include the facilities and services that normally could be expected to exist in any institution qualified to undertake orthopaedic research.

b. In particular, it is expected that the grantee institution will provide, whether from its own funds or from grant funds other than those of OREF, the following, unless otherwise specifically agreed upon:

(1) Laboratory space

(2) Maintenance service, including maintenance, supplies and service contracts

(3) Telephone services

(4) Library service, including subscriptions to periodicals and the purchase of books

(5) Laboratory furniture

(6) Salary of principal investigator (PI), co-principal investigator (co-PI) and of secretarial personnel

(7) All travel expenses of personnel working under the grant except travel to the ORS/OREF/AAOS Research Funding Workshop.

(8) Worker's Compensation, public liability or other hazard and special insurance

(9) Office equipment

(10) Employee group life, disability, medical expense or hospitalization insurance 

(11) Lantern slides, color plates, etc.

(12) Hospital bed expense, nursing or related services, even though used for research studies.

(13) Indirect Costs

(14) Tuition expenses of personnel on grant.

2. As a matter of policy, OREF funds may not be used for remodeling or building construction costs.

3. Ownership of the Equipment - Equipment purchased under OREF grants become the property of the institution, unless otherwise specified by OREF before termination of the grant or its extensions.

B. Budget Policies and Reports:

1. One-year grants are disbursed over three (3) payments. The first payment of 50% of the grant funds awarded will be paid by the start of the grant (July 1). The second grant payment will be paid upon receipt of the 6 month financial report and represents 40% of the grant. The final grant payment equaling 10% of the grant funds will be paid upon receipt of all final reports.

2. A report of expenditures must be prepared within thirty (30) days of the completion of the grant, be signed by the responsible financial officer, and submitted to OREF for approval with accompanying documents. The approved financial report is returned to the financial officer.  Expenses must be submitted by category, i.e., Salary and Wages, Equipment, Supplies, Animals, Other. 

3. Ten percent (10%) of grant funds will be withheld until the final report of expenses and the two (2) final reports of the research are received by OREF. Upon receipt of both reports, withheld funds will be sent to the Grantee Institution.

4. At expiration of grant, any unexpended balance of $100 or more must be refunded to OREF within sixty (60) days together with the report of expenditures and accompanying documentation, properly submitted.

5. Separate accounts must be maintained for each grant. These accounts, with substantiating invoices and payrolls, must be available at all times to representatives of OREF. 

6. Grantee must request permission and receive written approval from OREF prior to making any changes to approved budget and moving funds between budget categories.

7. Grantee may terminate a grant prior to normal expiration date by notifying OREF in writing and stating the reasons for termination.  Unexpended funds must be returned to OREF within sixty (60) days, together with a final report of expenditures. 

8. If Grantee has not completed the project prior to expiration, and for just reason, grantee may submit to OREF’s Manager, Grants thirty (30) days prior to expiration, a request for a no-cost extension, stating reason and requested period of extension. 

9. OREF reserves the right to terminate a grant at any time upon three (3) months written notice to the Grantee for any reason or no reason at OREF’s sole discretion. In addition, OREF may terminate a grant immediately upon written notice to a Grantee for any of the following reasons:

a. Grantee provides false or misleading information in the Grantee’s application,

b. Grantee fails to meet any of the eligibility criteria for receiving the grant,

c. Grantee commits any act of misconduct in connection with the use of the grant or breaches the terms of these Guidelines.

10. If Grantee receives NIH or other funding for this project before or during the term of their grant, she is required to notify OREF of such funding. Grantee is also required to submit a financial report of expenses for monies already expended and return the remaining funds to OREF.  OREF will then cancel the grant.

C. Policy on Delinquent Financial/Research Reports

OREF reserves the right to deny additional grants to any Grantee and/or institution where Grantee has not submitted his/her required reports, and/or the financial officer has not submitted the required report of expenses on a timely basis.  This policy will be enforced when reports are six (6) months past the due date.  Upon receipt of these reports, Grantee and/or institution shall again become eligible to apply for OREF grants.

D. Policy on Animals in Research

1. Use of animals and the number of animals requested for project must be justified.
2. If applicable, provide IACUC approval regarding use of and number of animals requested for project.  If IACUC approval is not obtained prior to the effective date of the grant, OREF reserves the right to withhold disbursement of funds until a copy of the approval is provided.  If approval is not obtained or revoked by the Grantee’s Institution for any reason, Grantee must notify OREF immediately, all funds previously disbursed must be returned within sixty (60) days of the notification, and grant will be terminated by OREF.  If proof of approval is submitted within the sixty (60) day period, Grantee will be permitted to continue their research.
3. All animals used in research supported by OREF grants must be acquired lawfully and be transported, cared for, treated and used in accordance with existing laws, regulations and guidelines. Scientists and institutions must make decisions as to the type and sources of animals that are most appropriate for particular studies. OREF policy requires that such decisions be subject to institutional and peer review for scientific merit and ethical concerns and that appropriate assurances be given that NIH principles governing the use of animals are followed.

E. Policy on Human Subjects in Research

1. Use of human subjects and sample size must be justified. 
2. If applicable, IRB statements from Grantee’s Institution human subjects committee must be provided.  IRB approval is required for patients’ x-rays, laboratory results or the use of any material which could lead to identification of individual patients.  Some institutions allow expedited review.  If approval is not obtained prior to the effective date of the grant, OREF reserves the right to withhold disbursement of funds until a copy of the approval is provided.  If approval is not obtained or revoked by the Grantee’s Institution for any reason, Grantee must notify OREF immediately, all funds previously disbursed must be returned within sixty (60) days of the notification, and grant will be terminated by OREF.  If proof of approval is submitted within the sixty (60) day period, Grantee will be permitted to continue their research.
3. OREF Grantees are entrusted to assure adequate protection of human subjects. NIH regulations regarding human subjects should be followed.
F. Policy on Transfer of Grant

If the Grantee moves to a new institution, he/she must submit a letter detailing resources, personnel and curriculum vitae of investigators at the new institution. OREF’s Manager, Grants shall review the request to determine whether the change in institution is approved, and respond to the Grantee.

G. Policy on Changing Aims of Grant

If the Grantee and collaborators find that the original aims of the grant cannot be accomplished, and that to continue the project substantial changes in aims or methodology must be considered, the Grantee must write to OREF, requesting permission to change the procedure and state the reasons for the change. OREF’s Manager, Grants will respond to the Grantee.

H. Final Reports

1. Grantee is required to submit two (2) versions of the final report to OREF sixty (60) days after termination of the grant.  
a. The first version is the scientific report of the project. This report should refer to the original proposal so the reviewer can determine whether or not the goals of the research were accomplished. This mechanism will assure continuance of a quality control program that meets the highest scientific and academic standards.  
b. The second version of the final report is to be written in lay language and giving a broad overview of the project and would, similar to a media release, state what was accomplished during the period of the grant.
c. Electronic submissions are acceptable.

2. OREF reserves the right to deny additional grants to any institution where the final reports have not been submitted within six (6) months.  (See Section C above.)

I.
Publication

1. OREF encourages free publication of research findings by grantees but requires that the following acknowledgment be used as a footnote on the first page of the text:

AIDED BY A GRANT FROM THE RUTH JACKSON ORTHOPAEDIC SOCIETY
AND THE ORTHOPAEDIC RESEARCH AND EDUCATION FOUNDATION,

WITH SUPPORT PROVIDED BY DEPUY ORTHOPAEDICS, INC.

2. When Grantee presents a paper at a professional scientific meeting, the above credit line must be included.

3. OREF should be sent reprints of all papers and publications resulting from work done under a grant, even those that appear after the grant has been terminated.

4. OREF imposes no restrictions on copyrighting publication by Grantee.


J.
Patents

If any patents accrue from investigations supported by grants funded by OREF, OREF reserves the right to negotiate a proportionate interest in the royalties.
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6300 N. River Road, Suite 700
Rosemont, IL  60018-4261                          Follow Instructions Carefully
	RJOS/OREF/DePuy Research Grant 
in Women’s Musculoskeletal Health 
APPLICATION 
Is this a Resubmission?  ___Yes   ___No

If yes, ____1st Resubmission    or  ____2nd Resubmission


	1. TITLE OF PROJECT 

	2.  Principal Investigator Information

	2a.  Name:   (Last, First, Middle)  
	2b.  Degrees:  

	2c.  CURRENT Position:  


	2d. BUSINESS Address (Street, City, State, Zip)



	2e.  DEPARTMENT, SERVICE, LABORATORY OR EQUIVALENT
	

	2f.  TELEPHONE AND FAX (Area code, number, extension)

Phone:  
Fax:  
	2g.  E-MAIL ADDRESS – required:

	2h.MEMBER OR CANDIDATE MEMBER OF RJOS?
____YES     ____NO
	2i.  IF YES, PROVIDE MEMBERSHIP ID NO:
	2j. NATIONAL PROVIDER IDENTIFICATION NO.

 (if applicable):

	3.  CITIZENSHIP:
	4.  Dates Of Proposed Period Of Support:  

From: 
   7/1/2015             Through:  6/30/2016
	5.  AMOUNT Requested:

$

	6a.  Human Subjects:(if applicable)

                           (  YES              (  NO             ( PENDING
	7a.  Vertebrate Animals:(if applicable)

         
(  YES              (  NO                (  PENDING

	6b.  If “YES”, Exemption #:  


	7b.  If, “YES”, IACUC 



	6c. 

IRB Approval Date:                              (  Full IRB    (  Expedited Review
	7c.  Animal Welfare Assurance #:  

	8a.
Applicant Organization: 
Name:  
	8b. Address

	9a. Department Chair
Name: 

Business Address: 

City, State, Zip:

Phone:  

Fax:

E-mail (required)::  
	10. Official Signing for Applicant Organization

(Administrative Official to be notified if Grant is made)

Name:

Title:

Business Address: 

City, State, Zip:

Phone:  

Fax

E-mail (required):

	9b. SIGNATURE
	9c. DATE
	

	11.  Principal Investigator Assurance:  

I certify that the statements herein are true, complete and accurate to the best of my knowledge. I am aware that any false, fictitious, or fraudulent statements or claims may subject me to administrative penalties. I agree to accept responsibility for the scientific conduct of the project and to provide the required progress reports if a grant is awarded as a result of this application
	Signature of PI Named in 2a:
(In ink. “Per” signature not acceptable.)
	Date:

	12.  Applicant Organization Certification and Acceptance:  
I certify that the statements herein are true, complete and accurate to the best of my knowledge, and accept the obligation to comply with OREF terms and conditions if a grant is awarded as a result of this application. I am aware that any false, fictitious, or fraudulent statements or claims may subject me to administrative penalties.
	Signature of Official Named in 10:
(In ink. “Per” signature not acceptable.)
	Date:


	13. FINANCIAL OFFICER INFORMATION

	13a.  FINANCIAL OFFICER

Name:  
Phone:

Title:  
Fax:

Business Address:
E-mail (required):

City, State, Zip: 

	13b.  FINANCIAL OFFICER SIGNATURE:

	13c.  PAYMENT INFORMATION

Payee For Check:  
Mail Check to (if different from Financial Officer, above):
Address For Check:

City, State, Zip: 


	14.  ADDITIONAL INVESTIGATOR(S) INFORMATION

	14. NAME AND SIGNATURE OF ADDITIONAL INVESTIGATORS (If Applicable)

1).  NAME: 
SIGNATURE: 

2).  NAME: 
SIGNATURE:  



	15.  ALTERNATE CONTACT INFORMATION

	PROVIDE THE NAME AND CONTACT INFORMATION FOR AN ALTERNATE CONTACT – this is the person OREF should contact (e.g., administrative assistant, research assistant, etc.) if there is a question regarding the application and the PI cannot be reached.  Must not be additional investigator listed above.
NAME:

PHONE:

E-MAIL (required):




	16. CLASSIFICATION INFORMATION


Applicants are required to provide the following information.  This will enable OREF to report on the use of our grant funds.

16a. Identify main category for grant (choose 1):         ____Basic              ___ Clinical              ___Health Sciences

16b. Please select 3 categories that relate to this project.

Number 1 thru 3 in order of relevance to the project - with 1 being the most applicable to the project, etc.

____General Individual Research


____Oncology


____Biochemistry/Molecular Biology 

____Adult Spine




____Outcomes


____Biology 

____Clinical Science



____Pediatric Orthopaedics

____Biomaterials

____Foot & Ankle




____Shoulder/Elbow

____Biomechanics 

____Hand & Upper Extremity


____Sports Medicine

____Epidemiology 

____Hip & Knee




____Trauma


____Microscopy

Additional Categories:  Please check all that apply.
	16c. Additional Categories:  Please check all that apply.  Please add any categories that apply but are not listed. 

	___ Aging
	___ Gait Analysis
	___ Osteopenia

	___ Allograft
	___ Gene Therapy
	___ Osteoporosis

	___ Anatomy
	___ Genetics
	___ Pain Management

	___ Animal Model
	___Global Health
	___ Patient Safety

	___ Ankle
	___ Growth Factors (Bone grafting/Bone growth)  
	___ Pediatric

	___ Anti-Inflammatory
	___ Hand
	___ Peri-operative Medicine

	___ Arthritis
	___ Health Policy
	___ Peri-prosthetic Bone Loss

	___ Arthrodesis
	___ Hip
	___ Peri-prosthetic Joint Infection

	___ Arthroplasty
	___ Imaging
	___ Platelet Rich Plasma

	___ Arthroscopy
	___ Infection/wound care
	___ Public Health

	___ Articular Cartilage
	___ Infection Prevention
	___ Regenerative Medicine

	___ Aseptic Prosthesis Loosening
	___ Infectious Diseases
	___ Rehabilitation

	___ Back Pain
	___ Innovative Technology
	___ Resident Education

	___ Bioengineering
	___ Knee
	___ Revision Arthroplasty

	___ Bioinformatics
	___ Ligament Reconstruction
	___ Robotics

	___ Biomaterials
	___ Ligament Regeneration
	___ Scoliosis

	___ Bisphosphonates
	___ Limb Lengthening
	___ Segmental Bone Loss

	___ Blood Management
	___ Meniscus
	___ Shoulder

	___ BMP
	___ Minimally Invasive Surgery
	___ sIRNA

	___ Bone Biology
	___ Molecular Biology
	___ Spine

	___ Bone Grafting/Growth
	___ Motion Analysis
	___ Stem Cell Therapy

	___ Bone Healing
	___ Muscle Atrophy
	___ Stem Cells

	___ Bone Metabolism
	___ Muscle Physiology
	___ Surgical Simulation

	___ Carpel Tunnel Syndrome
	___ Nanotechnology
	___ Surgical Technique

	___ Cartilage Restoration
	___ Nerve Grafting
	___ Technology Assessment

	___ Cell Biology Development
	___ Nerve Regeneration
	___ Tendon Healing

	___ Clinical Trials
	___ Nerve Repair
	___ Tissue Engineering

	___ Computer Assisted Surgery
	___ Neurologic Recovery
	___ Total Joint

	___ Connective Tissue Disorders
	___ Non-operative Management
	___ Trauma

	___ Diabetes
	___ Obesity
	___ Women’s Health/Gender Differences

	___ DVT
	___ Oncology
	___ Other – Please list

	___ Elbow
	___ Open Fracture Wound Management
	

	___ Experimental Therapeutics
	___ Orthobiologics
	

	___ Foot
	___ Osteoarthritis
	

	___ Fracture Healing
	___ Osteolysis
	

	___ Fracture Repair
	___ Osteomyelitis
	

	___ FTIR Microscopy
	___ Osteonecrosis
	


STATEMENT OF CAREER GOALS

Provide a statement describing your career goals, including a summary of past accomplishments in research, citing future research goals and how successful completion of this Research grant will enhance your potential for future NIH or other large scale funding. Please elaborate on your interest in women’s musculoskeletal health and/or gender differences. Please indicate what you would like to be doing in five to ten years.  Please limit statement to three (3) pages.
	


ABSTRACT OF RESEARCH PLAN:  Please provide a 100-word executive summary with 5 underlined phrases for the planned project in the box below. State the broad, long-term objectives and specific aims, making reference to the health relatedness of the project.  Describe concisely the research design and methods for achieving these goals.  Avoid summaries of past accomplishments and the use of the first person.  This description is meant to serve as a succinct and accurate description of the proposed work when separated from the application.
	


STATEMENT OF CLINICAL RELEVANCE:  Provide a statement (200-word limit) that explicitly and clearly describes how your research project will impact the clinical practice of orthopaedics (including how information could be used to develop strategies for treating women’s musculoskeletal health issues or gender differences). Describe how your project will change the way we think about clinical problems or how we treat them.
	


SPECIALTY SOCIETY RELEVANCE:  Please describe how your research applies to and ultimately benefits any orthopaedic societies.
Does your research apply particularly to any orthopaedic society/ies?   If yes, please specify.

	


In what way would this work ultimately benefit those groups?

	


PERFORMANCE SITE(S):  (organization, city, state) Indicate where the work described in the Research Plan will be conducted.  If there is more than one performance site, list all the sites, including V.A. facilities and provide an explanation on the Resources page of the application.

	


STATEMENT ON DIVERSITY:  OREF recognizes a unique and compelling need to promote diversity in the biomedical, behavioral, clinical and social sciences research community. We encourage efforts to diversify the workforce to lead to the recruitment of the most talented researchers from all groups; to improve the quality of the educational and training environment; to balance and broaden the perspective in setting research priorities; to improve the ability to recruit subjects from diverse backgrounds into clinical research protocols; and to improve the capacity to address and eliminate health disparities.

Address diversity issues to include racial and ethnic groups, gender and age, disabilities, and disadvantaged backgrounds, if applicable.

	


KEY PERSONNEL:  Use continuation pages as needed to provide the required information in the format shown below. Describe specific functions under justification on form Page EE.

	Name
	Organization
	Role on Project

	
	
	Principal Investigator

	
	
	Other Investigator

	
	
	

	
	
	


Type the name of the principal investigator at the top of each printed page and each continuation page.

RJOS/OREF/DEPUY RESEARCH GRANT IN 

WOMEN’S MUSCULOSKELETAL HEALTH

TABLE OF CONTENTS

Page Numbers

Face Page
1

Financial Officer, Additional Investigators, Alternate Contact
2

Classification Information
3

Statement of Career Goals
4
Abstract, Statement of Clinical Relevance
5
Specialty Society Relevance, Performance Sites, Statement on Diversity, Key Personnel
6
Table of Contents
7
Detailed Budget for Proposed Period of Support, Budget Justification
8
Biographical Sketch - Principal Investigator
9 - 11
Other Biographical Sketches
 12 - ___
Resources
___

Research Plan

    (Items a-b: not to exceed 15 pages)
a) Specific Aims
___
b) Research Strategy
___
c) Research Timeline
___
d) Human Subjects
___
e) Vertebrate Animals
___
f) Bibliography and References Cited
___
g) Role of the Orthopaedic Surgeon
___
h) Relevance of the Project to the Mission of OREF and RJOS
___
i) Personal References List
___

BUDGET 
A detailed budget, including justification, should be provided.  Please complete appropriate sections.  Please note that the grant will not provide for overhead expenses payable to any institution.
	DETAILED BUDGET FOR INITIAL BUDGET PERIOD
	FROM

July 1, 2015

	THROUGH

June 30, 2016



PERSONNEL (Applicant organization only)
DOLLAR AMOUNT REQUESTED (omit cents)
	NAME
	ROLE ON PROJECT
	% EFFORT ON PROJECT
	SALARY REQUESTED
	FRINGE BENEFITS
	TOTALS

	
	Principal Investigator


	
	XXXXX
	XXXX
	XXXXX

	
	Other Investigator

	
	
	
	

	
	
	
	
	
	


	SUBTOTALS              [image: image3.wmf]
	
	
	


	PERMANENT EQUIPMENT (Itemize)
	

	CONSUMABLE SUPPLIES (Itemize by category)


	

	ANIMALS AND ANIMAL CARE 


	

	TRAVEL EXPENSES:  Travel only allowed for ORS/OREF/AAOS Research Funding Workshop - Including registration/housing fee 
	

	ALL OTHER EXPENSES (Itemize by category)
	

	TOTAL COSTS FOR BUDGET PERIOD (Item 5, Face Page) [image: image4.wmf]
	$


BUDGET JUSTIFICATION:  Provide budget justification for each expense and category listed in the budget.
	


BIOGRAPHICAL SKETCH

Provide the following information for the key personnel in the order listed on PAGE BB-1.

Photocopy this page or follow this format for each person.

	NAME
	POSITION TITLE & DEPARTMENT AFFILIATIONS
	BIRTHDATE

(optional)

	
	
	


Please complete the following:


       Are you an Orthopaedic Surgeon?      

                                   ____Yes       
 
____No


    If yes, are you licensed to practice in the United States?          ____Yes

____No

       Are you a PhD or DVM?                                  


       ____Yes        
____No


   If yes, are you affiliated with an orthopaedic department?        ____Yes

____No


   If yes, please provide a letter from the department chair that states your affiliation.

Please provide the following information.  Your answers will not affect the scoring of your proposal.

Please note your gender:

______Male

______Female

Please state your race:

______African American


______ Caucasian 





______American Indian or Alaska Native
______ Hispanic or Latino





______Asian



______ Native Hawaiian/Other Pacific Islander





______Other — Please state:__________________________

EDUCATION/TRAINING (Begin with baccalaureate or other initial professional education, such as nursing, include postdoctoral training and residency training if applicable.)

	INSTITUTION /LOCATION
	DEGREE
	MM/YY
	FIELD OF STUDY

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


A.  Personal Statement:  Briefly describe why your experience and qualifications make you particularly well-suited for your role (e.g., PI, mentor, participating faculty) in the project that is the subject of the application.  Within this section you may, if you choose, briefly describe factors such as family care responsibilities, illness, disability, and active duty military service that may have affected your scientific advancement or productivity.

	


B.  Positions and Honors:  List in chronological order previous positions, concluding with the present position.  List any honors.

	


C.  Selected Peer-reviewed Publications:  Applicants should limit the list to selected peer-reviewed publications or manuscripts in press to no more than 15.  Do not include manuscripts submitted or in preparation.  The individual may choose to include selected publications based on most recent date, importance to the field, and/or relevance to the proposed research.  Include PMCID # where applicable.

	


D.  Research Support:  List both selected ongoing and completed research projects for the past three years (Federal or non-Federally supported).  Begin with the projects that are the most relevant to the research proposed in the application.  Briefly indicate the overall goals of the projects and responsibilities of the key person identified on the Biographical Sketch.  Do not include number of person months or direct costs.

	


RESOURCES

FACILITIES:  Specify the facilities to be used for the conduct of the proposed research.  Indicate the performance sites and describe capacities, pertinent capabilities, relative proximity, and extent of availability to the project.  Identify support services such as machine shop, electronics shop, and specify the extent to which they will be available to the project.  

Describe how the scientific environment will contribute to the probability of success of the project, and unique features of the environment.

	


Discuss ways in which the proposed studies will benefit from unique features of the scientific environment or subject population or will employ useful collaborative arrangement.

	


MAJOR EQUIPMENT: List the most important equipment items already available for this project, noting the location and pertinent capabilities of each.

	


RESEARCH PLAN FORMAT

Begin each section of the research plan with a section header (e.g., Specific Aims, Research Strategy, etc.)  The Research Strategy is composed of three distinct sections:  Significance, Innovation, and Approach.
PROJECT TIMELINE

Prepare a proposed timeline for each of the projects specific aims, demonstrating progress expected at 6 and 12 months using the table below.

	
	6 months
	12 months

	Specific Aim 1
	
	

	Specific Aim 2
	
	

	
	
	

	
	
	


HUMAN SUBJECTS

Attach a Human IRB statement, if applicable.  IRB approval is required for any studies including patients or patient material.  If approval is pending at the time of application, please note “pending” on the Face Page.  If the project is funded, final IRB approval will be required before funding begins.

VERTEBRATE ANIMALS

If vertebrate animals are involved in the project, address the five (5) points in the instructions on page 8, item 4).   Attach a Vertebrate Animal IACUC approval, if applicable.  If approval is pending at the time of application, please note “pending” on the Face Page.  If the project is funded, final IACUC approval will be required before funding begins.

BIBLIOGRAPHY AND REFERENCES CITED

Provide a bibliography of any references cited in the Research Plan.  Each reference must include names of all authors (in the same sequence in which they appear in the publication), the article and journal title, book title, volume number, page numbers, and year of publication.  Include only bibliographic citations.  Follow scholarly practices in providing citations for source materials relied upon in preparing any section of the application.  The references should be limited to relevant and current literature.  While there is not a page limitation, it is important to be concise and to select only those literature references pertinent to the proposed research.

ROLE OF THE ORTHOPAEDIC SURGEON

Provide a statement, clarifying the role of the orthopaedic surgeon, stating significant part taken in the planning and/or execution of the design and analysis of data and time to be allocated to the project each week during the 12 month time period, including percent of time and use of time.  Simple technical roles such as obtaining tissue samples at surgery or providing patients for analysis are not generally considered to be substantial roles.

	


RELEVANCE OF THE PROJECT TO THE MISSIONS OF OREF AND RJOS
Provide a statement describing the relevance of the project to OREF’s mission.

	


Provide a statement describing the relevance of the project to RJOS’ mission.

	


PERSONAL REFERENCES
The RJOS/OREF/DePuy Research Grant in Women’s Musculoskeletal Health requires that the applicant supply confidential letters of reference.  Please list the names and addresses of the references to which you are going to request letters.  One of the references must be the Department Chair of your present or most recent clinical training program.  An institutional acknowledgement, if applicable, should also be listed.

	1) NAME
	

	    ADDRESS
	

	    CITY, STATE  ZIP CODE
	

	    E-MAIL ADDRESS
	

	   DEPARTMENT CHAIR
	_____YES                       _____NO


	2) NAME
	

	    ADDRESS
	

	    CITY, STATE  ZIP CODE
	

	    E-MAIL ADDRESS
	

	   DEPARTMENT CHAIR
	_____YES                       _____NO


	3) NAME
	

	    ADDRESS
	

	    CITY, STATE  ZIP CODE
	

	    E-MAIL ADDRESS
	

	   DEPARTMENT CHAIR
	_____YES                       _____NO


	4) NAME
	

	    ADDRESS
	

	    CITY, STATE  ZIP CODE
	

	    E-MAIL ADDRESS
	

	   DEPARTMENT CHAIR
	_____YES                       _____NO


CONTINUATION PAGE
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