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ADDENDUM
SECTION I
[bookmark: _Hlk82773979]Read each section and complete according to the instructions provided.
	[bookmark: _Hlk33616107]Name of U L 1/U M 1 Pilot Study Principal Investigator 
(P I ) or KL2/K12 Scholar or U M 1 Element E Research Project (Designated Study P I )
	Click here to enter text.

	Title* of Proposed Research Protocol
*This must match the title on the Institutional Review Board (IRB)-Approval documentation.
	Click here to enter text.

	Type of Proposed Research
	☐ U L 1/U M 1 Pilot Project  ☐ KL2/K12 Scholar Project
  ☐U M 1 Element E Project

	Category 1 Research
Requires entry & document upload into HSS and official approval by your NCATS-designated Grants Management Specialist (GMS) before human subjects research begins.
	☐ Greater Than Minimal Risk (as designated by institution and/or IRB)
☐ Clinical Trial (NIH-defined) 
(regardless of the risk level, based on NIH definition)
Check all that apply.

	[bookmark: _Hlk86846464]Category 2 Research
Requires entry & document upload into HSS and notification of N CATS before human subjects research begins.
	☐ Exempt     
Exemption # ☐1 ☐2  ☐3  ☐4  ☐5  ☐6  ☐7  ☐8
☐ Minimal Risk All NIH-defined clinical trials are considered Category 1 research, even if proposed research might otherwise be considered Minimal Risk.

	Title and P I   of Parent Study (if proposed research is ancillary to another study)
	Click here to enter text.

	Is this study collecting genomic data? 
See: NIH Genomic Data Sharing 
	☐ Yes  ☐ No

	Translational Stage(s) of Research
[bookmark: 3)_Table_for_Institutional_Collaborators][bookmark: bookmark0](definitions)
	☐ Preclinical                ☐ Clinical 
☐ Clinical Implementation    ☐ Public Health 

	N CATS Program Director (PD)/Program Officer (P O)
	Click here to enter text.

	N CATS GMS
	Click here to enter text.

	Authorized Organizational Representative (A O R)
	Click here to enter text.

	Institutional QA/QC Key Personnel 
	Click here to enter text.

	Date form completed (MM/DD/YYYY)
	Click here to enter text.





ADDENDUM
SECTION II
1. For U L 1/U M 1 pilots and KL2/K12 projects: Provide a brief (< 500 words) summary of the specific aspects of the proposed study that will be supported by N CATS funds. 
For U M 1 Element E projects, include the following: Overall focus of the Clinical and Translational Science (CTS) Research Program. Specific Aims, rationale and approach to the selection of the proposed CTS research project(s); and how the project(s) will provide generalizable innovations or insights that increase the overall efficiency or effectiveness of translation. A plan for dissemination of successful projects; include a proposed impact statement should the project ultimately be successful. The description should not exceed 6 pages and be uploaded at the end of the addendum. 
Click here to enter text.
2. If this is an updated request, please indicate below the changes to the original prior-approval document.  Please provide additional information requested by the NCATS P O under this section (e.g., safety concerns, project scope including agency priority alignment, budget, biosketches, etc.)
Click here to enter text.
3. List a line-item budget for each specific aspect to be supported with NCATS funds (list supplies, services, and personnel costs). KL2/K12 Scholar salaries should not be included in the budget. UM1 Element E projects may not be less than $125,000 and must not exceed $500,000 direct costs, for a suggested period of 2–3 years. For UM1 pilots may not be less than $25,000 and not more than $50,000 direct costs and cannot exceed 12 months.
Click here to enter text.
4. If the proposed research is considered an amendment or is a sub-study/ancillary study to an IRB-approved parent protocol, provide a summary of the parent protocol with an explanation of how the proposed study connects to it.
Click here to enter text.
5. List names of Key Personnel involved in the proposed project.
Click here to enter text.
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