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Within Our Reach: Finding a Cure for Rheumatoid Arthritis 
FY 2013 Clinical Trial Application 
	1. Title of project (do not exceed 81 characters, including spaces and punctuation):

	2. Principal Investigator (Name and ACR/ARHP Member ID:):
	2a. Degree(s)

	2b. Position Title:
	2d. Mailing Address (street, city, state, zip)

	2c. Department:
	

	2e. Phone and Fax

Tel:                                             Fax:
	2f. Email Address:

	3. Human Subjects Research              Yes    No
	4. Vertebrate Animals    Yes   No 

	5. proposed period of support (MM/DD/YY):

From:                                            To:  
	6. cost requested for Proposed period: 
Direct                                                              Total

 Costs ($):                                                      Costs ($): 


	7. Applicant Organization:

Name:

EIN or TIN Number: 


	8. Organization  Address:



	9. OFFICIAL TO BE NOTIFIED IF AWARD IS MADE:
Name:

Title: 

Address:

Phone:                                                         Fax:

Email:
	10. OFFICIAL SIGNING FOR APPLICANT ORGANIZATION
Name:

Title: 

Address:

Phone:                                                         Fax:

Email:

	11. PRINCIPAL INVESTIGATOR/PROGRAM DIRECTOR 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 criminal, civil, or 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 item 2) 

(In blue 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 Public Health Services 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 criminal, civil, or administrative penalties
	SIGNATURE OF OFFICIAL (named in item 10) 

(In blue ink. “Per” signature not acceptable.)

                                                                                             Date:                                                         
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Within Our Reach: Finding a Cure for Rheumatoid Arthritis Clinical Trial Application

	DESCRIPTION
State the application’s broad, long-term objectives and specific aims, making reference to the health relatedness of the project (i.e., relevance to the Within Our Reach program). Describe concisely the methods for achieving these goals. Describe the rationale and techniques you will use to pursue these goals. If the application is funded, this description, as is, will become public information. Therefore, do not include proprietary/confidential information. DO NOT EXCEED THIS PAGE LIMIT.

RELEVANCE: Describe in two - three sentences in plain, lay language the relevance of this research to the Within Our Reach campaign. 



	PERFORMANCE SITE(S) (organization, city, state)


	KEY PERSONNEL: Start with Principal Investigator. List all other key personnel in alphabetical order, last name first.

Name (last, first)                                             organization                               role on project                                 Percent effort


	Other significant contributors:

Name (last, first)                                             organization                               role on project                                 Percent Effort      


	


CLINICAL TRIAL APPLICATION

TABLE OF CONTENTS

	
	Page Numbers:

	1. Face Page
	

	2. Description, Performance Sites, Key Personnel, Other Significant Contributors
	

	3. Table of Contents
	

	4. Budget Summary
	

	5. Budget Justification 
	

	6. Biographical Sketch - Principal Investigator (Not to exceed four pages)
	

	7. Other Biographical Sketches (Not to exceed four pages each)
	

	8. Resources
	

	9. Research Plan (Items A-C: not to exceed 15 pages)
	

	A. Trial Overview (Not to exceed 1 page)
	

	B. Clinical Protocol
	

	C. Human Subjects Research
· Includes HSR Clinical Protocol Synopsis (Not to exceed 1 page)
	

	D. Literature Cited
	

	E. Consortium/Contractual Arrangements
	

	F. Resource Sharing Plan
	

	G. Consultant Letters of Support 
	

	10. Benchmarks
	

	11. Appendix
	

	Cover Page
	

	A. Letters of Collaboration
	

	B. Contractual Budgets
	

	C. Supporting Materials
	


BUDGET SUMMARY
	
	YEAR 1
	YEAR 2
	YEAR 3

	1. Start Date1: 
	9/1/2012
	9/1/2013
	9/1/2014

	2. End Date:  
	8/31/2013
	8/31/2014
	8/31/2015

	3. Total Personnel Costs: Salaries & Fringe Benefits 

(Please specify personnel, Institution and percent effort on Budget Table A)
	
	
	

	4. Other Direct Costs
	
	
	

	   4a. Consultant Costs:
	
	
	

	
	
	
	

	   4b. Supplies & Expenses:
	
	
	

	
	
	
	

	   4c. Equipment: 2 
	
	
	

	
	
	
	

	   4d. Patient Care Costs:
	
	
	

	
	
	
	

	   4e. Travel to REF Investigators Meetings: 3 
	
	
	

	
	
	
	

	4e. Other Direct Costs Subtotal
	
	
	

	4f. Primary Institution Direct Costs Subtotal (lines 3+4)
	
	
	

	4g. Primary Institution Indirect Costs 4
	
	
	

	5. Consortium/Contractual Costs  See Form Page 12 
	
	
	

	        5a. Consortium Direct Costs5: (total direct costs from supplementary budgets)
	
	
	

	        5b. Consortium Indirect Costs: 
	
	
	

	6. Total Indirect Costs (lines 4g + 5b) cannot exceed $80,000


	
	
	

	7. Total Direct Costs (lines 4f+5a) 


	
	
	

	8. TOTAL COSTS (lines 6+7) cannot exceed $1,000,000
	
	
	


1 Maximum duration is three years and the total costs (Direct+Indirect) may not exceed $1,000,000.
2 Equipment purchases up to $10,000 are allowed. Only include individual items greater than $5,000. Any items less than $5,000 must be purchased under the “supplies” budget category. 

3 Scientific meeting travel is for the REF annual Investigators Meetings only and is capped at $2,000/yr. 

4 Indirect costs are limited to 8%

5 Consortium detailed budget must be submitted as noted in instructions.
Budget Table A
	Personnel
	Institution  
	Percent Effort**
	YEAR 1
	YEAR 2
	YEAR 3

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	Personnel Subtotal (Enter this amount on line 3 above)
	
	
	


**PI must devote a minimum of 10% effort to the trial 
	Budget Justification
Name each person to be supported by this grant, their percentage FTE committed to the project, and their role in the project. Explain the need for contractual arrangements, pieces of equipment, major supply items and project-related travel.  Sub-contract budget details and letters of collaboration should be placed in the Appendix.

	


Previously formatted NIH Biographical sketch may be substituted for this form

	BIOGRAPHICAL SKETCH
Provide the following information for the key personnel and other significant contributors in the order listed on Page 2.

Follow this format for each person. DO NOT EXCEED FOUR PAGES. 



	NAME:

	POSITION TITLE:


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

	Institution and Location
	Degree
	Year(s)
	Field of Study

	
	
	
	


	NOTE: The Biographical Sketch may not exceed four pages. Items A and B (together) may not exceed two of the four-page limit. Follow the formats and instructions on the attached sample.

A. Personal Statement. 




B. Positions and Honors. List in chronological order previous positions, concluding with your present position. List any honors. Include present membership on any federal public advisory committees.

C. Selected peer-reviewed publications (in chronological order). Do not include publications submitted or in preparation.

D. Research Support. List selected ongoing or completed (during the last three years) research projects (federal and non-federal support). Begin with the projects that are most relevant to the research proposed in this application. Briefly indicate the overall goals of the projects and your role (e.g. PI, Co-Investigator, Consultant) in the research project. Do not list award amounts or percent effort in projects.




	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. Under “Other,” identify support services such as machine shop, electronics shop, and specify the extent to which they will be available to the project. Use continuation pages if necessary.



	LABORATORY:



	CLINICAL:



	ANIMAL:



	COMPUTER:



	OFFICE:



	OTHER:



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



	CLINICAL TRIAL RESEARCH PLAN

A. Trial Overview (Not to exceed 1 page)
B. Clinical Protocol
· Specific Aims and Rationale

· Background and Significance 
· Clinical Trial Design and Methods 

C. Human Subjects Research
· HSR Clinical Protocol Synopsis (Not to exceed 1 page limit)
D. Literature Cited

E. Consortium/Contractual Arrangements

F. Resource Sharing

G. Letters of Support from paid Consultants


	


	CLINICAL TRIAL BENCHMARKS

Applications must include a list of trial benchmarks outlining the expected status of the project at various points in time. These benchmarks will be used to evaluate progress and to facilitate communication between principal investigators and the REF Scientific Advisory Council. Benchmarks should reflect the specific aims outlined in the application and be presented within the context the proposed clinical trial. 

	GOALS

(Should be listed in order of priority)
	Projected end points
	Expected completion 
(Month/Year)

	1. 
	
	

	2. 
	
	

	3. 
	
	

	4. 
	
	

	5. 
	
	


	Appendix COVER PAGE

	This form is required only for applications that include appendix materials

The appendix may not be more than 20 pages in length.

Note: the research plan must be self-contained and understandable without having to refer to the appendix.  Only those materials necessary to facilitate the evaluation of the research plan may be included.

List the appendix items on the bottom of this page.



	A. Letters of Collaboration: Commitments to provide research resources, letters from collaborators


	Please list the names of collaborators:



	B. Contractual Budget(s): Include a budget sheet and a brief justification for each item.

	Name of contracted person(s) and/or institution(s): 




	C. Supporting Materials: Supplemental tables and figures, relevant publications or manuscripts

	

	D. Required Appendix Materials: These items are required but do not count against the page limit.

	· Complete Clinical Protocol 
· Informed consent form(s) and, if applicable, assent form(s) 

· Copies of data collection forms, questionnaires or other relevant materials 

· Investigator’s Brochure or equivalent for the study products(s) 

· Table of Contents of the Manual of Procedures 


	List of appendix items:

1.

2.

3.

4.

5.

6.

7.




CONSORTIUM/CONTRACTUAL COSTS BUDGET SHEET
	
	YEAR 1
	YEAR 2
	YEAR 3

	Start Date
	
	
	

	End Date
	
	
	

	I. Personnel Costs: Salaries & Fringe Benefits 

(Please specify personnel, Institution and percent effort on Budget Table B)
	
	
	

	II.  Other Consortium/Contractual Costs:
	
	
	

	a. Consultant costs:
	
	
	

	
	
	
	

	b. Supplies & Expenses:
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	c. Equipment: 2 (Equipment costs cannot exceed $10,000)
	
	
	

	
	
	
	

	II. Other Consortium/Contractual Costs Subtotal
	
	
	

	5a. Consortium/Contractual Total Direct Costs (I + II)
	
	
	

	5b. Consortium Indirect Costs 4
	
	
	

	TOTAL CONSORTIUM COSTS (5a+5b)
	
	
	


1 Maximum duration is one year 
2 Equipment purchases up to $10,000 are allowed. Only include individual items greater than $5,000. Any items less than $5,000 must be purchased under the “supplies” budget category. 

4 Indirect costs are limited to 8%

5 Consortium detailed budget must be submitted as noted in instructions.
Budget Table B – Consortium/Contract Personnel
	Personnel
	Institution  
	Percent Effort
	YEAR 1
	YEAR 2
	YEAR 3

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	Please enter this amount for I. Personnel Subtotal 
	Subtotal
	
	
	


· Sub-contract budget details and letters of collaboration should be placed in the Appendix.

· Use this "Consortium/Contractual Costs" Budget Sheet for each supplementary budget
· Each participating consortium/contractual organization must submit a separate detailed budget. 

· Consortium arrangements may involve personnel costs, supplies, and other allowable costs including indirect costs. 
· Contractual costs for support services, such as the laboratory testing of biological materials, clinical services, or data processing, are occasionally sufficiently high to warrant a similar categorical breakdown of costs.
