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Full Application Instructions
Release Date for Request for Applications:  Tuesday, 1 November, 2011
Electronic Application Receipt Date:   Wednesday, 1 February, 2012
Peer Review: February - March, 2012  
Earliest anticipated Start Date: 1 May, 2012

NOTES:

· Instructional pages 1 – 2 of this document should be deleted from your final proposal submission. Additionally, all instructions (italics) within the form should be deleted.

· Note that this document contains Section Breaks rather than Page Breaks in order to maintain Headers and Footers. View Section Breaks using the “Show ¶“ toolbar function to add or delete section breaks as necessary. 
· DO NOT copy and insert entire pages from older versions of the PHS 398 forms (e.g., Biosketch pages); rather, cut-and-paste TEXT from a SINGLE page at a time. If you select text from more than one page at a time, you are also selecting the Headers & Footers from that document (even though they do not appear to be selected).

Please direct budget questions to Charmaine Matheson, Assistant to the RMRCE Director/Grant Manager (charmaine.matheson@colostate.edu; 970-491-2939).
Please direct all other questions to Kristine Bennett, RMRCE Program Manager (kristine.bennett@colostate.edu; 970-213-5965).
SUBMISSION INSTRUCTIONS (Please Read Carefully!):

Full electronic application due Wednesday, 1 February, 2012 (any time that day) via e-mail to the RMRCE Administrative Core e-mail box (rmrce_admin@mail.colostate.edu).  Hard copies of the proposal will not be accepted. A complete application consists of five (5) items submitted in a single email:
 (1)
A cover letter (as a PDF file) signed by the PI (we do not need the original letter) that states that you are submitting a Developmental Project application.
(2)
A signed Face Page as a PDF file (we do not need the original Face Page).

(3)
A complete proposal in the required format as a single WORD DOC file.
(4)
A complete proposal in the required format as a single PDF file.

· Note:  The text, figures, etc., in the Word file and the PDF file must be identical.

(5) Appendix materials (if included) as PDF files.
Applicants must use the RMRCE-formatted PHS 398 WORD DOC forms provided at http://www.rmrce.colostate.edu, and follow the relevant PHS 398 instructions included within the forms and at http://grants.nih.gov/grants/funding/phs398/phs398.html. Arial font size 11 must be used for all sections of the proposal unless otherwise indicated.

Other formats and form pages will not be accepted. If any part of the application, including Headers and Footers, does not have the proper RMRCE formatting, that is grounds for rejection.  Note that the RMRCE-formatted forms contain RCE-specific items that are not found in the standard PHS 398 form.
RMRCE-formatted PHS Form 398 sections that must be submitted include:

1) Face Page [Form Page 1]. A signed version should be submitted as a separate PDF document.

2) Description and Performance Site(s) [Form Page 2].

3) Key Personnel and Other Information [Form Page 2 - continued].

4) Table of Contents [Form Page 3 version CD].

5) Detailed Budget and Budget Justification [Form Pages 4 and 5].

6) Current Biographical Sketch [Biographical Sketch Format Page] for all Key Personnel and Other Significant Contributors, including consultants, following the order as listed on Form Page 2. 
7) Other Support for all Key Personnel [Other Support Format Page].  
8) Resources (including Biocontainment if research involves Select Agents) [Resource Format Page]. 

9) Research Plan

10) Bibliography and References Cited.

11) Human Subjects, Vertebrate Animal and Select Agent research sections.

12) Consortium/Contractual arrangements, Resource Sharing, other Letters of Support.  
13) Checklist Form Page.

14) Appendix materials may include up to three reprints of published or in-press papers (NOT in preparation or submitted manuscripts).  
· Publications in on-line, free-access (non-subscription) journals may be included as a URL address only (although this is not required).
Review and Approval 
· All proposals will be reviewed by an RMRCE Study Section consisting of Steering Committee members, peer RMRCE investigators, and/or outside experts as needed.  The RMRCE Administration must then approve a proposal before it is submitted to NIAID for consideration.
· Funding recommendations will be submitted to NIAID in April 2012.  Note that final approval for funding requires NIAID consent.
· Institutional approval for animals studies (IACUC) and approval for human studies (IRB) will be required before the proposed work can begin, in accordance with NIH guidelines.  Questions regarding Vertebrate Animal work at CSU should be directed to Richard Bowen (richard.bowen@colostate.edu; 970-491-5768). Questions regarding Human Subjects work at CSU should be directed to Janell Barker (janell.barker@research.colostate.edu; 970-491-1655).
· Institutions outside of CSU will be required to sign the RMRCE Intellectual Property Consortium Memorandum of Understanding if they have not already done so.
Criteria for Review

1) The qualifications of the PI, other Key Personnel, and Other Significant Contributors to carry out the proposed research.

· Education, training and prior experience.

· Activities such as research efforts, publications, prior research interests, and experience.

2) The scientific merit of the proposal, including experimental design, methods, and data analyses.

3) The potential for taking advantage of emergent technologies and new research opportunities.

4) The potential to provide significant new information and to address critical knowledge gaps concerning the biology and pathogenesis of Category A-C and emerging infectious disease agents.

5) Appropriate resources to carry out the proposed research.

6) The potential for the research project to complement and enhance the RMRCE research strategic plan and themes.
	PROJECT SUMMARY (See instructions):

	DESCRIPTION:
State the application’s 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.
Describe the rationale and techniques you will use to pursue these goals.
In addition, the abstract should contain a brief description of how the Research Project will contribute towards attainment of the RMRCE’s objectives.  

DO NOT EXCEED THE SPACE PROVIDED.


	RELEVANCE (See instructions):

	      

In two or three sentences, describe in plain, lay language the relevance of this research to public health. If the application is funded, this description, as is, will become public information. Therefore, do not include proprietary/confidential information.  DO NOT EXCEED THE SPACE PROVIDED.  

	PROJECT/PERFORMANCE SITE(S)  (if additional space is needed, use Project/Performance Site Format Page)

	Project/Performance Site Primary Location

	Organizational Name:
	

	DUNS:
	

	Street 1:
	
	Street 2:
	

	City:
	
	County:
	
	State:
	

	Province:
	
	Country:
	
	Zip/Postal Code:
	

	Project/Performance Site Congressional Districts:
	

	

	Additional Project/Performance Site Location

	Organizational Name:
	

	DUNS:
	

	Street 1:
	
	Street 2:
	

	City:
	
	County:
	
	State:
	

	Province:
	
	Country:
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	Human Embryonic Stem Cells
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LIST ITEMS HERE
Appendix materials may include up to three reprints of published or in-press papers.  
Publications in on-line, free-access (non-subscription) journals may be included as a URL address only (although this is not required).

We will not accept copies of manuscripts in preparation or manuscripts submitted.
	 FORMCHECKBOX 
  Check if Appendix materials have been submitted


	


	DETAILED BUDGET FOR INITIAL BUDGET PERIOD

DIRECT COSTS ONLY
	FROM
	THROUGH

	
	05/01/12
	04/30/13

	PERSONNEL (Applicant organization only)
	Months Devoted to Project
	
	DOLLAR AMOUNT REQUESTED (omit cents)

	NAME
	ROLE ON
PROJECT
	Cal.

Mnths
	Acad.

Mnths
	Summer

Mnths
	INST.BASE
SALARY
	SALARY
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	FRINGE
BENEFITS
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	SUPPLIES  (Itemize by category)


	     

	TRAVEL

Annual RMRCE (required of PI) and National RCE (by invitation only) meetings.
	     

	PATIENT CARE COSTS
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	OUTPATIENT
	     
	     

	ALTERATIONS AND RENOVATIONS  (Itemize by category)

     
	     

	OTHER EXPENSES  (Itemize by category)

	     

	CONSORTIUM/CONTRACTUAL COSTS
	DIRECT COSTS
	     

	SUBTOTAL DIRECT COSTS FOR INITIAL BUDGET PERIOD
	$
	     

	CONSORTIUM/CONTRACTUAL COSTS
	FACILITIES AND ADMINISTRATIVE COSTS
	     

	TOTAL DIRECT COSTS FOR INITIAL BUDGET PERIOD  
	$
	     


	BUDGET FOR ENTIRE PROPOSED PROJECT PERIOD

ONLY IF YOU ARE REQUESTING 2 YEARS OF SUPPORT (otherwise, delete or leave blank)
DIRECT COSTS ONLY

	BUDGET CATEGORY
TOTALS
	INITIAL BUDGET
PERIOD
(from Form Page 4)
	ADDITIONAL YEARS OF SUPPORT REQUESTED

	
	
	2nd
	3rd
	4th
	5th

	PERSONNEL:  Salary and fringe benefits. Applicant organization only.
	     
	     
	     
	     
	     

	CONSULTANT COSTS
	     
	     
	     
	     
	     

	EQUIPMENT
	     
	     
	     
	     
	     

	SUPPLIES
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	PATIENT CARE
COSTS
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	OUTPATIENT
	     
	     
	     
	     
	     

	ALTERATIONS AND
RENOVATIONS
	     
	     
	     
	     
	     

	OTHER EXPENSES
	     
	     
	     
	     
	     

	CONSORTIUM/
CONTRACTUAL
COSTS
	DIRECT
	     
	     
	     
	     
	     

	SUBTOTAL DIRECT COSTS

(Sum = Item 8a, Face Page)
	     
	     
	     
	     
	     

	CONSORTIUM/
CONTRACTUAL
COSTS
	F&A
	     
	     
	     
	     
	     

	TOTAL DIRECT COSTS
	     
	     
	     
	     
	     

	TOTAL DIRECT COSTS FOR ENTIRE PROPOSED PROJECT PERIOD
	$
	     

	BUDGET JUSTIFICATION.  Required for both 1-year and 2-year proposals.
Please delete all of the following italicized instructions from the final document.
Follow the PHS 398 budget justification instructions exactly [http://grants.nih.gov/grants/funding/phs398/phs398.html].  Use continuation pages as needed.
Personnel:  This includes all Key Personnel and Other Significant Contributors from the PI’s institution, regardless of whether or not salary is requested.  This also includes ANY other personnel for whom a budget is requested (research tech, grad student, student hourly, etc.).

Describe role; e.g., “research technician” is not sufficient; “research tech who will do X, Y and Z …” is better.
Name:  

Description of Role on Project:  

Months Devoted to Project:  

Continued on next page.  Note that this is a table cell.


BUDGET JUSTIFICATION continued
Personnel continued:

Name:  

Description of Role on Project:  

Months Devoted to Project:  

Name:  

Description of Role on Project:  

Months Devoted to Project:  

Consultant Costs:  

For clarification on the allowance and appropriateness of consulting fees, refer to the NIH Grants Policy Statement link in the PHS 398 Instructions [http://grants.nih.gov/grants/funding/phs398/phs398.html]
The organization must have a WRITTEN consultant policy, and justification should include the number of days and costs per day “as needed” is not acceptable).

Equipment:  Not allowed.
NIH definition:  An article of tangible nonexpendable personal property that has a useful life of more than one year and an acquisition cost per unit that equals or exceeds $5,000 or the capitalization threshold established by the organization, whichever is less.
Supplies:  
Group supplies in separate categories, such as: Glassware, Molecular biology reagents, Chemicals, Radioisotopes, Animals*** (do NOT include care and maintenance here), etc.
Provide an itemized list and unit cost for each category with costs ( $1,000.
***If animals are to be purchased, state the species and the number to be used.
Travel:  
Itemize travel requests.
Provide the purpose and destination of each trip as well as the individuals (e.g., PI, Co-PI, postdoc) for whom funds are requested. 
This section must include travel expenses to attend the RMRCE Annual Meeting (attendance is mandatory for PIs), and the National RCE Meeting (if invited).
Alterations and Renovations:  

Itemize by category and justify the costs of essential alterations and renovations including repairs, painting, removal or installation of partitions, shielding, or air conditioning. Where applicable, provide the square footage and costs. Costs for alterations and renovations are not allowed on grants made to foreign organizations or to foreign components on grants to domestic institutions.
Other Expenses:  

Itemize any other expenses by category and unit cost. These might include:

Animal maintenance (unit care and maintenance costs broken out in per diem rates and the number of care days per animal), Patient travel, patient participation incentives, donor fees, Publication costs, Computer use charges, Rentals and leases, Equipment maintenance, Service contracts, Tuition remission when budgeted separately from salary/fringe benefits

	BIOGRAPHICAL SKETCH

Provide the following information for the key personnel and other significant contributors in the order listed on Form Page 2.
Follow this format for each person.  DO NOT EXCEED FOUR PAGES.

	

	NAME


	POSITION TITLE



	eRA COMMONS USER NAME (credential, e.g., agency login)


	

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

	INSTITUTION AND LOCATION
	DEGREE

(if applicable)
	YEAR(s)
	FIELD OF STUDY

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


Please delete all of the following italicized instructions from final document.
Refer to the PHS 398 application instructions http://grants.nih.gov/grants/funding/phs398/phs398.html
to complete sections A, B, C and D of the Biographical Sketch. Add additional biographical form pages as needed, but each Biographical Sketch is limited to 4 pages, including the table at the top of the first page.
The Education/Training instructions read “include postdoctoral training and residency training if applicable.” The year of Degree award reads “MM/YY,” but postdoctoral training and residency training periods should continue to be YEAR-YEAR.

The following sections for the Biosketch are included in your RMRCE-formatted forms.

A. Personal statement. Briefly describe why your experience and qualifications make you particularly well-suited for your role (e.g., PD/PI, mentor, participating faculty) in the project.

B. Positions and Honors (in chronological order - concluding with your present position). 
· Enter your professional positions. 
· Enter honors you have received. 
· Enter present membership on any Federal Government public advisory committee. 

C. Selected peer-reviewed publications (in chronological order – most recent publications go AT THE END). 
· NIH encourages limitation of the list of 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 recency, importance to the field, and/or relevance to the proposed research.
· When citing articles that fall under the Public Access Policy, were authored or co-authored by the applicant and arose from NIH support, provide the NIH Manuscript Submission reference number (e.g., NIHMS97531) or the PubMed Central (PMC) reference number (e.g., PMCID234567) for each article. If the PMCID is not yet available because the Journal submits articles directly to PMC on behalf of their authors, indicate "PMC Journal - In Process." A list of these Journals is posted at: http://publicaccess.nih.gov/submit_process_journals.htm.
D. Research Support. List both selected and ongoing and completed research projects for the past three years (Federal or non-Federal). Begin with projects that are 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. 
If you need to add pages for this Biographical Sketch, place the Section Break in the NEXT page

REMEMBER:  Cut and past text from another document ONE PAGE AT A TIME!  If you select text from more than one page at a time, you are also selecting the Headers & Footers from that document (even though they do not appear to be selected).

To add pages:  Enter Section Break, place cursor at the top of the new blank page, and paste text.

You will retain the same Header/Footer as the page into which the Section Break is been added.

If you need to add pages for this Biographical Sketch, place the Section Break in THIS page.
	BIOGRAPHICAL SKETCH

Provide the following information for the key personnel and other significant contributors in the order listed on Form Page 2.
Follow this format for each person.  DO NOT EXCEED FOUR PAGES.
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	POSITION TITLE



	eRA COMMONS USER NAME (credential, e.g., agency login)


	

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

	INSTITUTION AND LOCATION
	DEGREE

(if applicable)
	YEAR(s)
	FIELD OF STUDY

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


Please refer to the application instructions in order to complete sections A, B, C, and D of the Biographical Sketch.
If you need to add pages to this Biographical Sketch, place the Section Break in the NEXT page.

If you need to add pages to this Biographical Sketch, place the Section Break in THIS page.

	PHS 398/2590 OTHER SUPPORT


Provide active support for all key personnel. Other Support includes all financial resources, whether Federal, non-Federal, commercial or institutional, available in direct support of an individual's research endeavors, including but not limited to research grants, cooperative agreements, contracts, and/or institutional awards. Training awards, prizes, or gifts do not need to be included.

	NAME OF INDIVIDUAL:  


	 FORMCHECKBOX 
 Active               FORMCHECKBOX 
 Pending                FORMCHECKBOX 
 None 
	Start & End Dates of Project:


	Person Months
NOT % Effort!

(Calendar/Academic/
Summer):


	Project Number: 
	
	

	Principal Investigator: 
	Annual Direct Costs:


	

	Source: 
	
	

	Title of Project (or Subproject): 

	The major goals of this project are…

	OVERLAP:    FORMCHECKBOX 
 Yes; explained in box below.           FORMCHECKBOX 
 No; there is no budgetary, scientific or effort overlap. 

	


	 FORMCHECKBOX 
 Active               FORMCHECKBOX 
 Pending                FORMCHECKBOX 
 None 
	Start & End Dates of Project:


	Person Months
NOT % Effort!

(Calendar/Academic/
Summer):


	Project Number: 
	
	

	Principal Investigator: 
	Annual Direct Costs:


	

	Source: 
	
	

	Title of Project (or Subproject): 

	The major goals of this project are…

	OVERLAP:    FORMCHECKBOX 
 Yes; explained in box below.           FORMCHECKBOX 
 No; there is no budgetary, scientific or effort overlap. 

	


Include Other Support pages for EACH Key Personnel. This does NOT include Other Significant Contributors or consultants (unless they are Key Personnel).  For individuals with no other current or pending support, indicate “None” on their Other Support page. Other Support includes all financial resources, whether Federal, non-Federal, commercial or institutional, available in direct support of an individual's research endeavors, including but not limited to research grants, cooperative agreements, contracts, and/or institutional awards.  
COPY AND INSERT ADDITIONAL TABLES AS NEEDED
DELETE UNUSED TABLES
Insert “Section Breaks” if more pages are needed so that the Header and Footer are retained.

If you need to add pages to this Other Support, place the Section Break in THIS page.
	RESOURCES Font size of 10 is permissible

	FACILITIES:  Specify the facilities to be used for the conduct of the proposed research. Indicate the project/performance sites and describe capacities, pertinent capabilities, relative proximity, and extent of availability to the project.  If research involving Select Agent(s) will occur at any performance site(s), the biocontainment resources available at each site should be described.  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:

       

	Biocontainment Resources (for work with Select Agents):

       

	Computer:

       

	Office:

       

	Other:

       

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

       


Resources, continued.

Research Plan

Page limit = 5 pages for sections A, B, C, D1, D2 and the narrative timeline portion of D3.
The other sections are NOT included in the page limit.
· Arial font size 11 must be used for all sections of the Research Plan unless otherwise noted.

· For Figures, Figure Legends, Graphs, Diagrams, Charts, Tables, Figure Legends and Footnotes a smaller type size of Arial is acceptable, but it must be in black ink and readily legible.
· To prevent formatting problems later, prepare figures in PowerPoint or select pictures and insert them into TEXT BOXES.  Wrap-around text should be avoided for the same reason.
· You must complete all sections A-M.

· These instructions ARE STRICTLY ENFORCED.  Noncompliant proposals will be rejected.

· Refer to http://grants.nih.gov/grants/funding/phs398/phs398.html for complete instructions.

A.
Specific Aims.  

[0.5 page is recommended]  WHAT DO YOU INTEND TO DO?
· List the broad, long-term objectives and the goal of the specific 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.
B.
Background and Significance.  

[0.5 - 1 page is recommended]  WHY IS THE WORK IMPORTANT?
· Briefly sketch the background leading to the present application

· Critically evaluate existing knowledge, and specifically identify the gaps that the project is intended to fill.

· State concisely the importance and health relevance of the research described in this application by relating the specific aims to the broad, long-term objectives.

· If aims of the application are achieved, state how scientific knowledge or clinical practice will be advanced.

· Describe the effect of these studies on the concepts, methods, technologies, treatments, services or preventative interventions that drive this field.
C.
Preliminary Studies.  

[0.5 - 1 page is recommended]  WHAT HAS BEEN DONE?
For new applications, use this section to provide an account of the PI's preliminary studies pertinent to this application. This information will also help to establish the experience and competence of the investigator to pursue the proposed project.

Peer review committees generally view preliminary data as an essential part of a research grant application. Preliminary data often aid the reviewers in assessing the likelihood of the success of the proposed project.

D-1.
Research Design and Methods. 

[2 - 3 pages are recommended, including ALL figures, tables, etc.]
HOW ARE YOU GOING TO DO THE WORK?

· Describe the research design conceptual or clinical framework, procedures, and analyses to be used to accomplish the specific aims of the project.

· Unless addressed separately in Item 17, include how the data will be collected, analyzed, and interpreted as well as the data-sharing plan as appropriate.

· Describe any new methodology and its advantage over existing methodologies.

· Describe any novel concepts, approaches, tools, or technologies for the proposed studies.

· Discuss the potential difficulties and limitations of the proposed procedures and alternative approaches to achieve the aims.

· As part of this section, provide a tentative sequence or timetable for the project.

· Point out any procedures, situations, or materials that may be hazardous to personnel and the precautions to be exercised.

D-2.  Justification of the Project in Relation to the RMRCE Strategic Plan.
[0.25 page or less is recommended]
· This justification is part of the 5 page limit as noted above.
· Identify the RMRCE Facility Cores that you plan to use.

· Identify the other RMRCE projects you will interact with.

· You may also cut and paste the relevant lines from your Project Summary [Form Page 2, Re: “In addition, the abstract should contain a brief description of how the Research Project will contribute towards attainment of the RMRCE’s objectives.”]
D-3.
Proposed Timeline.
[0.25 page or less is recommended]
A brief NARRATIVE timeline is required (and it is part of the page limits).
MILESTONES TABLE:

· The table is NOT included in the page limits.

However, the information in the Milestones Table cannot be used to circumvent page limits, so do NOT put information here that is more appropriate for the research design and methods section.
Task Name:  This may be one specific aim or a sub-aim with a general start and end date.

Milestone:  A specific outcome that can be reasonably assigned an estimated start and end date (e.g., toxicity testing).  Note that milestones cannot be deleted from the Annual or Final Progress Report – if a milestone is dropped, then its Status is “abandoned.”

Dependencies:  E.g., Need for the completion of Task #n, specific reagents, microarray analysis, etc.

Milestones:  Insert additional rows as needed.  KEEP IT BRIEF!

	Type of Project:     FORMCHECKBOX 
 Basic Research      FORMCHECKBOX 
 Applied (translational) Research Double left click (menu.

	Task #
	Task Name
	Milestone
	Start Date
	End Date
	Dependencies

	1
	
	
	
	
	

	2
	
	
	
	
	

	3
	
	
	
	
	


E. Inclusion Enrollment Report.  Not applicable to new submissions.  For Renewal or Revision applications only.
F. Bibliography and References Cited.
Provide a bibliography of any references cited in the description of the Project Summary and Relevance (Form Page 2) and the Research Plan.

Each reference must include:

· Names of all authors (in the same sequence in which they appear in the publication)

· Article title

· Journal or book title

· Volume number

· Page numbers

· Year of publication.

The references should be limited to relevant and current literature. It is important to be concise and to select only those literature references pertinent to the proposed research. For publicly available citations, URLs or PMC submission identification numbers should accompany the full reference.
For G through I: If any of these three sections is not applicable, indicate with “N/A” or “Not Applicable” (do not leave blank). Delete italicized instructions.

Any project that includes human subjects work must also include the NIAID Concept Proposal form (contact Kristine Bennett at kristine.bennett@colostate.edu if you need this form).
G-1.
Protection of Human Subjects:  FORMCHECKBOX 
 No, not applicable.  FORMCHECKBOX 
 Yes, applicable. Double left click (menu.
Refer to Part II of the PHS 398: Supplemental Instructions for Preparing the Protection of Human Subjects Section of the Research Plan if the proposed research will involve human subjects.

G-2.
Inclusion of Women and Minorities:  FORMCHECKBOX 
 No, not applicable.  FORMCHECKBOX 
 Yes, applicable. Double left click (menu.
To determine if Inclusion of Women and Minorities applies to the application, see Part II Supplemental Instructions for Preparing the Protection of Human Subjects Section of the Research Plan, Sections 4.2 and 5.6.
G-3.
Targeted/Planned Enrollment Table:  FORMCHECKBOX 
 No, not applicable.  FORMCHECKBOX 
 Yes, applicable. Double left click (menu.
If this application involves the Inclusion of Women and Minorities, complete the Targeted/Planned Enrollment Table for each protocol; see Part II Supplemental Instructions for Preparing the Protection of Human Subjects Section of the Research Plan, Section 4.3.

G-4.
Inclusion of Children:  FORMCHECKBOX 
 No, not applicable.  FORMCHECKBOX 
 Yes, applicable. Double left click (menu.
To determine if Inclusion of Children applied to this application, see Part II Supplemental Instructions for Preparing the Protection of Human Subjects Section of the Research Plan, Sections 4.4 and 5.7.

H.
Vertebrate Animals:  FORMCHECKBOX 
 No, not applicable.  FORMCHECKBOX 
 Yes, applicable. Double left click (menu.
[If you answered “Yes,” follow the instructions below.]
The following information is excerpted from the PHS 398 Instructions for your convenience.  Please refer to the original document at http://grants.nih.gov/grants/funding/phs398/phs398.html for complete instructions.

If vertebrate animals are involved in the project, address each of the five points below.

If all or part of the proposed research involving vertebrate animals will take place at alternate sites (such as project/performance or collaborating sites), identify those sites and describe the activities at those locations.

Although no specific page limitation applies to this section of the application, be succinct. Failure to address the following five points will result in the application being designated incomplete and will be grounds for PHS to defer the application from the peer review round. The application's priority score may be negatively affected.

The five points are as follows: 

1) Provide a detailed description of the proposed use of the animals in the work outlined in the Research Design and Methods section. Identify the species, strains, ages, sex, and numbers of animals to be used in the proposed work.
2) 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.
3) Provide information on the veterinary care of the animals involved.
4) 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.
5) 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, present a justification for not following the recommendations.

If the involvement of animals is indefinite, provide an explanation and indicate when it is anticipated that animals will be used.

I.
Select Agent Research:  FORMCHECKBOX 
 No, not applicable.  FORMCHECKBOX 
 Yes, applicable. Double left click (menu.
[If you answered “Yes,” follow the instructions below.]
The following information is excerpted from the PHS 398 Instructions for your convenience.  Please refer to the original document at http://grants.nih.gov/grants/funding/phs398/phs398.html for complete instructions.
Select Agents are hazardous biological agents and toxins that have been identified by DHHS or USDA as having the potential to pose a severe threat to public health and safety, to animal and plant health, or to animal and plant products. CDC maintains a list of these agents; see http://www.cdc.gov/od/sap/docs/salist.pdf.
If any of the activities proposed in the application involve the use of Select Agents at any time during the proposed project period, either at the applicant organization or at any other Project/Performance Site, address the following three points for each site at which Select Agent research will take place. Although no specific page limitation applies to this section, be succinct.

1) Identify the Select Agent(s) to be used in the proposed research.
2) Provide the registration status of all entities* where Select Agent(s) will be used. [You must include the assigned CDC Entity Number for your facility]
· If the Project/Performance Site(s) is a foreign institution, provide the name(s) of the country or countries where Select Agent research will be performed.

· *An “entity” is defined in 42 CFR 73.1 as “any government agency (Federal, State, or local), academic institution, corporation, company, partnership, society, association, firm, sole proprietorship, or other legal entity.”
3) Provide a description of all facilities where the Select Agent(s) will be used.

· Describe the procedures that will be used to monitor possession, use and transfer of Select Agent(s).

· Describe plans for appropriate biosafety, biocontainment, and security of the Select Agent(s).

Reviewers will assess the information provided in this section, and any questions associated with Select Agent research will need to be addressed prior to award.

EXAMPLE KINDLY PROVIDED BY HERBERT SCHWEIZER:

1. The project involves use of Burkholderia pseudomallei which is a category B select agent.

2. The facilities at Colorado State University are registered with CDC under entity number C20100917-1122.  The Colorado State University ABSL3 and BSL3 facilities are Patriot Act-compliant, and CDC-inspected and approved facilities.  Dr. Schweizer occupies three state-of-the-art BSL3 laboratories dedicated to Burkholderia research in Rocky Mountain Regional Biosafety Laboratory (RMRBL).  An adjacent state-of-the art ABSL3 suite is also part of the RMRBL. The BSL3 and ABSL3 suites are fully equipped for molecular biological, cell culture, and animal work with bacterial select agents.

3. Possession and use of select agents is monitored by the University Responsible Official and biosafety officers.  For transfer of select agents Federal guidelines are followed, including filing of USDA import permits (where applicable) and CDC/APHIS Form 2.  Other approvals, such as the use of antibiotic selection markers in select agent bacteria, have been granted to Dr. Schweizer.  Biosafety, biocontainment and security of select agents are governed by standard laboratory procedures approved by the Institutional Biosafety Committee.  Access to BSL3 laboratories and select agents is restricted to employees with keycards issued after FBI and CDC clearance and appropriate BSL3 training.      

J.
Multiple PI Leadership Plan:  Not applicable to RCE proposals.

If Consortium/Contractual arrangements or Letters of Support is not applicable, indicate with “N/A” or “Not Applicable” (do not leave blank).  Resource Sharing must be addressed.
K.
Consortium/Contractual Arrangements:  FORMCHECKBOX 
 No, not applicable.  FORMCHECKBOX 
 Yes, applicable. Double left click (menu.
[If you answered “Yes,” follow the instructions below.]
The following information is excerpted from the PHS 398 Instructions for your convenience.  Please refer to the original document at http://grants.nih.gov/grants/funding/phs398/phs398.html for complete instructions.

Explain the programmatic, fiscal, and administrative arrangements to be made between the applicant organization and the consortium organization(s). 

L.
Letters of Support (e.g., Consultants):  FORMCHECKBOX 
 No, not applicable.  FORMCHECKBOX 
 Yes, applicable. Double left click (menu.

[If you answered “Yes,” follow the instructions below.]
List of individuals who provided letters:

· INSERT* appropriate letters from all individuals confirming their roles in the project and rate/charge for consulting services AFTER Item M.
· Consultant biographical sketches should be in the Biographical Sketch section.
· * One way to insert statements or letters into your WORD doc:
· Scan the original signed letter and save in an insertable (picture) file format (TIFF or JPEG not PDF).

· Insert a SECTION BREAK (to maintain Headers & Footers).  

· Place your cursor at the top of the new blank page.

· From the Pull down menu, select “►Insert ►Picture ►From File” to select and insert the letter into your proposal.
M.
Resource Sharing: YOU ARE REQUIRED TO COMPLETE BOTH M-1 AND M-2 FOR THE RCE APPLICATION!
The following information is excerpted from the NIAID Instructions to the Regional Centers of Excellence (RCEs).  Please refer to the PHS 398 instructions at http://grants.nih.gov/grants/funding/phs398/phs398.html for more information.

Data shall be shared according to NIH and NIAID guidelines.  Data should be made as widely and freely available as possible while safeguarding the privacy of participants, and protecting confidential and proprietary date.  The rights and privacy of human subjects who participate in the RCE’s clinical studies shall be protected at all times.

Data and resources include, but are not limited to: genomic sequencing data, functional genomic data sets. Proteomic data sets, clones, microarrays, protocols, technologies, reagents, bioinformatics and computational software tools and source codes generated by RCE-funded research activities.

M-1.
Data Sharing Plan:  

Include a brief 1-paragraph description of how final research data will be shared, or explain why data-sharing is not possible.

See Data-Sharing Policy or http://grants.nih.gov/grants/guide/notice-files/NOT-OD-03-032.html.

M-2.  Sharing Model Organisms:
Include a description of a specific plan for sharing and distributing unique model organisms or state appropriate reasons why such sharing is restricted or not possible.
See Sharing Model Organisms Policy, and NIH Guide NOT-OD-04-042.

	CHECKLIST  You must complete or answer ALL highlighted sections

	TYPE OF APPLICATION  (Check all that apply.)

	 FORMCHECKBOX 
  NEW application.  (This application is being submitted to the RMRCE for the first time.) For U54 AI-065357

	 FORMCHECKBOX 
  RESUBMISSION of application number:
	

	(This application replaces a prior unfunded version of a new, renewal, or revision application.)

	 FORMCHECKBOX 
  RENEWAL of grant number:
	
	
	

	(This application is to extend a funded grant beyond its current project period.)
	
	

	 FORMCHECKBOX 
  REVISION to grant number:
	
	
	
	

	(This application is for additional funds to supplement a currently funded grant.)

	 FORMCHECKBOX 
  CHANGE of program director/principal investigator.
	

	Name of former program director/principal investigator:
	

	 FORMCHECKBOX 
  CHANGE of Grantee Institution.    Name of former institution:
	

	 FORMCHECKBOX 
  FOREIGN application 
	 FORMCHECKBOX 
  Domestic Grant with foreign involvement
	List Country(ies)
Involved:
	     

	INVENTIONS AND PATENTS  (Renewal appl. only)       FORMCHECKBOX 
  No        FORMCHECKBOX 
  Yes

	If “Yes,”
	 FORMCHECKBOX 
  Previously reported      FORMCHECKBOX 
 Not previously reported

	1.  PROGRAM INCOME  (See instructions.)
All applications must indicate whether program income is anticipated during the period(s) for which grant support is request.  If program income is anticipated, use the format below to reflect the amount and source(s).

	Budget Period
	Anticipated Amount
	Source(s)

	     
	     
	     

	     
	     
	     

	2.  ASSURANCES/CERTIFICATIONS (See instructions.)
In signing the application Face Page, the authorized organizational representative agrees to comply with the policies, assurances and/or certifications listed in the application instructions when applicable. Descriptions of individual assurances/certifications are provided in Part III and listed in Part I, 4.1 under Item 14. If unable to certify compliance, where applicable, provide an explanation and place it after this page.

	3.  FACILITIES AND ADMINSTRATIVE COSTS (F&A)/ INDIRECT COSTS. See specific instructions.

	 FORMCHECKBOX 
 DHHS Agreement dated:
	     
	 FORMCHECKBOX 
  No Facilities And Administrative Costs Requested.

	 FORMCHECKBOX 
 DHHS Agreement being negotiated with
	     
	Regional Office.

	 FORMCHECKBOX 
 No DHHS Agreement, but rate established with
	     
	Date
	     

	CALCULATION*  (The entire grant application, including the Checklist, will be reproduced and provided to peer reviewers as confidential information.) 

	a.  Initial budget period:
	Amount of base  $
	     
	x Rate applied
	     
	% = F&A costs      $
	     

	b.  02 year (if relevant)
	Amount of base  $
	     
	x Rate applied
	     
	% = F&A costs      $
	     

	c.  03 year
	Amount of base  $
	     
	x Rate applied
	     
	% = F&A costs      $
	     

	d.  04 year
	Amount of base  $
	     
	x Rate applied
	     
	% = F&A costs      $
	     

	e.  05 year
	Amount of base  $
	     
	x Rate applied
	     
	% = F&A costs      $
	     

	
	TOTAL F&A Costs      $
	     

	*Check appropriate box(es):

	 FORMCHECKBOX 
  Salary and wages base
	 FORMCHECKBOX 
  Modified total direct cost base
	 FORMCHECKBOX 
  Other base  (Explain)

	 FORMCHECKBOX 
  Off-site, other special rate, or more than one rate involved  (Explain)

	Explanation  (Attach separate sheet, if necessary.): 

	     

	4.  DISCLOSURE PERMISSION STATEMENT:  If this application does not result in an award, is the Government permitted to disclose the title of your proposed project, and the name, address, telephone number and e-mail address of the official signing for the applicant organization, to organizations that may be interested in contacting you for further information (e.g., possible collaborations, investment)?        FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No


5-page limit for A through D-3 Proposed Timeline; page limit does not include Milestones Table
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