
Summary of Significant Changes to the NIH GPS for October 2012 Version

(Guide Notices Issued Before October 1, 2012)

The revised NIH Grants Policy Statement (NIHGPS, rev. 10/01/2012) represents an update to the 10/01/2011 version and is applicable to all NIH grants and cooperative agreements beginning on or after October 2012.  While the update does not introduce any new material for the first time, it incorporates new and modified requirements, clarifies certain policies, and implements changes in statutes, regulations, and policies that have been implemented through appropriate legal and/or policy processes since the previous version of the NIHGPS dated 10/01/2011. The 10/01/2012 revision supersedes, in its entirety, the NIH Grants Policy Statement (10/01/2011) as a standard term and condition of the award.

Notable Changes

· Policy Changes

· Implements new policies and clarification of existing policies announced in the NIH Guide since October 2011, and listed at Grants Policy & Guidance.
	Section
	Significant Changes
	Reason

	PART 1: NIH Grants – General Information
Chapter 1 – Glossary 
	Section 1.1 Abbreviations: Added new abbreviation for RPPR and NCATS. 
	Instituted as noted at the federal-wide RPPR website and NOT-OD-12-083. NCATS was created on December 23, 2011, by the Consolidated Appropriations Act, 2012, (P.L. 112-74). 

	
	Section 1.2 – Definitions of Terms 


	In response to user input: Clarification/revision of Definitions of Terms, aligning definitions with other sections as appropriate.

	Chapter 2 – The National Institutes of Health as a Grant-Making Organization
	Section 2.3.4 Types of Applications: NEW text added for definition of pre-application.
	Editing for clarity in response to user input.

	
	Section 2.3.7.7 Post-Submission Grant Application Materials: NEW text reflecting revision to NIH policy. 
	Implements policies announced in Notice OD-12-022. 

	
	Section 2.4.1.1. – Responsibilities
	In response to user input: revised to reflect current business processes.

	
	Section 2.4.3 – National Advisory Council or Board Review
Section 2.5 – Completing the Pre-Award Process
	Implements policy announced in NOT-OD-12-140.
Revised text based on user input.

	
	Section 2.5.1 – Just-in-Time Procedures: 
NEW text reflecting revision to NIH policy.
	Implements policy announced in NOT-OD-12-101. 

	PART II: Terms and Conditions of NIH Grant Awards

Chapter 4 – Public Policy Requirements, Objectives and Other Appropriation Mandates
	4.1 Public Policy Requirements and Objectives
	Revised Exhibit 4 based on Legislative Mandates announced in NOT-OD-12-034 and NOT-OD-12-035.

	
	Section 4.1.1 – Animal Welfare Requirements: NEW text reflecting revision to NIH policy.
	Implements policy announced in NOT-OD-12-049.

	
	Section 4.1.10 – Financial Conflict of Interest
	Implements final rule amending 1995 PHS regulation published on August 25, 2011 in the Federal Register. 

	
	Section 4.1.13 – Stem Cell Research
	Implements policy announced in NOT-OD-12-111. 

	
	Section 4.1.15 – Human Subjects Protections:

NEW text reflecting revision to NIH policy. 
	Implements policies announced in NOT-OD-12-129 and NOT-OD-12-130.

	
	Section 4.1.15.8 – Inclusion of Women and Minorities as Subjects in Clinical Research and Reporting Sex/Gender and Racial Ethnic Participation
	Revised text, corrected hyperlink, and provided new link for additional information on policies and procedures related to inclusion.

	
	Sections 4.2.3, 4.2.4,  and 4.2.9 
	Updates Legislative Mandates announced in NOT-OD-12-034. 

	
	Section 4.2.10 – Salary Cap/Salary Limitation 
	Updates Legislative Mandates for salary cap/salary limitation announced in NOT-OD-12-035. 

	Chapter 5 – The Notice of Award
	Section 5.1 – Notice of Award Notification:
NEW text to highlight Appropriations Law on expired funds.
	Highlights expired funds policy per   Appropriations Law 31 U.S.C. Section 1552(a).

	Chapter 6 – Foreign Payments
	Section 6 – Payment: REVISED text reflecting new, electronic business processes for foreign payments. 
	Implements new business process change for foreign payments announced in NOT-OD-12-139.

	Chapter 7 – Cost Considerations
	Section 7.4 – Reimbursement of Facilities and Administrative Costs: 
NEW section added on genomic arrays.
	Implements policy announced in NOT-OD-10-097.

	
	Section 7.9.1 – Selected Items of Cost
Exhibit 5: Selected Items of Cost:
NEW text on genomic arrays.

REVISED text reflecting revision to HHS policies. 
	Implements HHS Policy on Promoting Efficient Spending announced in NOT-OD-12-041 and NOT-OD-048, including EO 13589, EO 13576, and M-35-11. 

	Chapter 8 – Administrative Requirements
	Section 8.1 – Changes in Project and Budget
	New text based on user input.

	
	Section 8.1.2.5 – Change in Scope: NEW text reflecting revision to NIH policy.
	Implements policies announced in NOT-OD-12-129 and NOT-OD-12-130.    

	
	Section 8.1.2.7 – Change of Grantee Organization: REVISED text supporting NIH’s continuing efforts to implement electronic business processes.
	Implements new business process change announced in NOT-OD-12-132. 

	
	Section 8.1.2.8 – Change of Grantee Organizational Status 
	Implements new business process change announced in NOT-OD-12-132 and NOT-OD-12-133.

	
	Section 8.1.2.12 – Need for Additional NIH Funding without Extension of Budget and  Project Period
	Implements new business process change announced in NOT-OD-12-024 and NOT-OD-12-043.

	
	Section 8.2.1 – Rights in Data (Publication and Copyrighting) 
	Revised text based on user input.

	
	Section 8.4.1 – 8.1.4.1 Reporting; 

Section 8.6.2 – Final Progress Report
	Updates transition to RPPR announced in NOT-OD-12-083.

	Chapter 10 – Construction, Modernization, or Major Alteration and Renovation of Research Facilities
	Section 10.1  through 10.3.2.2
	Revised text based on input from subject matter experts.

	Chapter 11– Ruth L. Kirchstein National Research Service Awards
	Section 11.2.11.5 – Progress Reports 
	Updates transition to RPPR announced in NOT-OD-12-083.

	
	Section 11.3.8.4 – Training-Related Expenses
	Implements HHS Policy on Promoting Efficient Spending announced in NOT-OD-12-041 and NOT-OD-048, including EO 13589, EO 13576, and M-11-35.

	
	Section 11.3.13.4 – Progress Reports


	Updates transition to RPPR announced in NOT-OD-12-083.

	Chapter 12 – Research Career Development (“K”) Awards
	Section 12.2.3.1 – K22
	Revised text based on user input.

	
	Section 12.11.1 – Progress Reports
	Updates transition announced in NOT-OD-12-083.

	Chapter 13 – Modular Applications and Awards
	Section 13.3.1 – Budget
	Revised text for consistency with the application instructions. 

	Chapter 14 – Support of Scientific Meetings (Conference Grants)
	Sections 14.10.1 - 14.10.2: 
REVISED text to reflect new policies.
	Implements HHS Policy on Promoting Efficient Spending announced in NOT-OD-12-041 and NOT-OD-048, including EO 13589, EO 13576, and M-11-35.

	Chapter 16 – Grants to Foreign Institutions, International Organizations, and Domestic Grants with Foreign Components
	Sections 16.2, 16.5, 16.6, 16.7 and 16.7.5
	Revised text based on user input and implements new business process change for foreign payments announced in NOT-OD-12-139.

	Chapter 18 – Grants to For-Profit Organizations
	Section 18.4.6 – Inserted NEW Section entitled “Payroll Distribution Requirements for For-Profit Organizations.” 
	Editing for clarity based on user input.

	
	Section 18.5 – Small Business Innovation Research and Small Business Technology Transfer Programs 
	Revised text to reflect reauthorization of the SBIR and STTR programs per Public Law 112-81.

	PART III: Points of Contact
Chapter 20 – Institutes and Centers
	Section 20 – Institutes and Centers
Section 20.1 – Other NIH Offices 
	Replaced National Center for Research Resources with National Center for Advancing Translational Research.
Updated address for the Division of Extramural Activities Support Office of Extramural Research.
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