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	[bookmark: _Hlk95207866]1. Background, Significance (Maximum 1000 words and 2 pages including figures)
Summarize the previously approved, detailed rationale for the entire transformational research program.  Be sure to include any new advances since the Catalyst Award application was written. Include sufficient background information to allow non-subject matter experts to assess the proposal.




	2. Preliminary Data (Maximum 1000 words and 3 pages including figures)
Describe the results of the Catalyst award that have informed this proposal, referencing the project milestones table from the original Catalyst application to explain which milestones were achieved. Critical information and metrics describing proposed markers, targets or therapeutics should be clearly described (e.g. target or marker validation, lead optimization, pharmacology and toxicology studies, etc.). Include a brief description for how the Catalyst project is ready to transition into a Transformational Award. Please include an explanation for any milestones that were not achieved, and any unanticipated outcomes or unforeseen results that led to alterations in the originally proposed research plan. The application may reference a detailed progress report from the Catalyst Award.




	3. Specific Aims (Maximum 500 words and 1 page including figures)
These should be specific, measurable, and necessary preliminary steps for the overall research effort. These should be based on those in the original Catalyst Awards but may be modified to reflect the results of the Catalyst award or accumulating knowledge in the field.




	4. Research design, experimental methods, and analytical plan (Maximum 2000 words and 4 pages including figures)




	5. Research limitations and contingencies (Maximum 300 words)




	6. Community engagement (Maximum 250 words)
Explain how the patient and payer voice has been involved in developing the project if relevant. Explain how you intend to include patient input going forward including any plans for patient or community engagement and dissemination of results. Please note that award funding may be budgeted for this purpose.




	7. Clinical impact and commercialization potential (Maximum 300 words)
Briefly explain how the eventual product will be used in clinical medicine if successful, including how it will build on standard of care. Explain the value proposition in the context of the competitive environment (e.g., value compared to the nearest competitor or alternate approaches), the market potential for the proposed product, and/or any current or future plans for licensing of technology. Discuss any current industry relationships that may facilitate commercialization, including creating a company for this purpose. How will the cost of the product relate to the value gained in improved quality and length of life?




	[bookmark: _Hlk126660636]8. Investigative team
a) Using the table below, please list all Key Personnel including lead applicant (PI), multiple-PIs and collaborators. Applicants may expand, re-format, and delete parts of this table as necessary. 
b) Briefly describe how the team will function including the relevant qualifications of the investigative team and how the team members, including collaborators, will contribute to the project. Include how the team will bring diverse perspectives and promote diversity, equity, and inclusion within the team and/or in the research process. (Maximum 200 words)



		Role: 
	LEAD APPLICANT

	Name and Degree:
	

	Full Academic Title:
	

	Department:
	

	Institution:
	

	Email:
	



		Role:
	

	Name and Degree:
	

	Full Academic Title:
	

	Department:
	

	Institution:
	




		Role:
	

	Name and Degree:
	

	Full Academic Title:
	

	Department:
	

	Institution:
	



		Role:
	

	Name and Degree:
	

	Full Academic Title:
	

	Department:
	

	Institution:
	




		Role:
	

	Name and Degree:
	

	Full Academic Title:
	

	Department:
	

	Institution:
	



		Role:
	

	Name and Degree:
	

	Full Academic Title:
	

	Department:
	

	Institution:
	




		Role:
	

	Name and Degree:
	

	Full Academic Title:
	

	Department:
	

	Institution:
	



		Role:
	

	Name and Degree:
	

	Full Academic Title:
	

	Department:
	

	Institution:
	







	9. Transformational Project Milestones and Research Plan Table (Maximum 1 page)
Create a summary table, based on the specific aims of the original Catalyst project, which describes the proposed milestones and benchmarks. The successful completion of these activities will form the basis of measuring achievement of the project goals.  Please include specific data, methods, and benchmarks that will demonstrate achievement of the milestone.  Quantitative benchmarks must include statistical methods including sample size justification.  Note: (1) All personnel and collaborations should be related to the achievement of milestones.  (2) Please include a milestone that describes plans for dissemination of results. 




	10. Optional Sections (not included in page limit)
(a) Management plan – required for multiple-PI projects, optional for others.
(b) Human or animal studies considerations, as applicable.  
· Research involving Human Subjects must include the possible risks of the study (e.g. potential adverse or off target effects, complications, etc.) as well as steps planned to protect patient safety. Justification for the sample size included in the research design must be provided. Human studies must include an enrollment table that describes participant recruitment. Funded clinical research must include women and racially and ethnically diverse participants in proportions that reflect how the disease affects the population. Any exclusions within the study population need to be described and scientifically justified. 
· Research involving Vertebrate Animals must include a description of the proposed procedures on live animals; justification for animal use and why the research cannot be accomplished using an alternative model; circumstances of, and methods to minimize animal pain and distress; and methods of euthanasia if not consistent with American Veterinary Medical Association guidelines.
(c) For Investigator-Initiated Trials – Explicitly state the status of or plan for obtaining FDA and/or IRB approvals. 




	11. Literature Cited (not included in page limit)
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