OROS (R01/R21) - Proposal Preparation Checklist


PI Name (Is this a multi-PI proposal):

FOA:

Sponsor Due Date:

ORA Submission Date:

	EPASS INTERNAL FORMS & COMPLIANCE


	Internal Forms Needed:
	Due Date
	Assigned To
	Document Preparation Status

	
	
	
	Draft
	Completed
	Uploaded

	 FORMCHECKBOX 
 PI Exception
	
	
	
	
	

	 FORMCHECKBOX 
 700U
	
	
	
	
	

	 FORMCHECKBOX 
 700U Addendum
	
	
	
	
	

	 FORMCHECKBOX 
 740
	
	
	
	
	


	Training & Compliance:
	PI
	Person #1
	Person #2
	Person #3
	Person #4

	 FORMCHECKBOX 
 eDGE Disclosure 
	
	
	
	
	

	 FORMCHECKBOX 
 GCP Training 
	
	
	
	
	

	 FORMCHECKBOX 
 Other Training 
	
	
	
	
	


	Human Subject Research? – NIH Decision Tool
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No


	SUBAWARD RECIPIENTS 


	Outgoing Subawards?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No


	Subaward Requirement:
	Due Date
	Subaward PI
	Document Preparation Status

	
	
	
	Sub #1
	Sub #2
	Sub #3

	 FORMCHECKBOX 
 Subaward RR Budget Form 
	
	
	
	
	

	 FORMCHECKBOX 
 Budget Justification  
	
	
	
	
	

	 FORMCHECKBOX 
 Statement of Work  
	
	
	
	
	

	 FORMCHECKBOX 
 Performance Site Information  
	
	
	
	
	

	 FORMCHECKBOX 
 RR Key Person Form
	
	
	
	
	

	 FORMCHECKBOX 
 Key Personnel Biosketch
	
	
	
	
	

	 FORMCHECKBOX 
 Facilities & Resources  
	
	
	
	
	

	 FORMCHECKBOX 
 Equipment 
	
	
	
	
	

	 FORMCHECKBOX 
 Letter of Support 
	
	
	
	
	

	 FORMCHECKBOX 
 Subrecipient Commitment Form 
	
	
	
	
	


	CAYUSE SECTIONS OF THE APPLICATION


	[1] SF424 R&R (Cover Page)
	Due Date
	Assigned To
	Document Preparation Status

	
	
	
	Draft
	Completed
	Uploaded

	 FORMCHECKBOX 
 Cover Letter
	
	
	
	
	

	NOTE: Recommended but optional and used for NIH internal purposes. May be required if the direct cost budget equals or exceeds $500,000 in any one year, application includes a video or large-scale genomic data, or if the PI is submitting it under Continuous Submission guidelines.


	[2] Project Performance Site
	Due Date
	Subaward PI
	Check Box if Details Obtained

	Subaward Site Details
	
	
	Sub #1
	Sub #2
	Sub #3

	 FORMCHECKBOX 
 Add all sites (include subawards)
	
	
	
	
	

	 FORMCHECKBOX 
 Complete Site Locations Form
	
	
	
	
	

	NOTE: Subcontract sites should be listed (populates from subaward module). Contact the eRA Help Desk if the institution is not on the list.


	[3] R&R Other Project Information
	All Sections Assigned to PI
	Document Preparation Status

	
	Draft
	Completed
	Uploaded

	 FORMCHECKBOX 
 Project Summary /Abstract (limited to 30 lines of text)
	
	
	

	 FORMCHECKBOX 
 Project Narrative (short 2-3 sentences for lay audience)
	
	
	

	 FORMCHECKBOX 
 Bibliography and References
	
	
	

	 FORMCHECKBOX 
 Facilities/Resources (include all performance sites)
	
	
	

	 FORMCHECKBOX 
 Equipment (include all performance sites)
	
	
	

	 FORMCHECKBOX 
 Other Attachments (If required by PA/RFP solicitation)
	
	
	

	NOTE: If “International. Collaboration” is YES, a foreign justification should be included in field 12 (Other Attachments)


	[4] Research Related Senior/Key Persons
	All Sections Assigned to PI
	Document Preparation Status

	
	Draft
	Completed
	Uploaded

	 FORMCHECKBOX 
 Biosketch for UCLA Principal Investigator
	
	
	

	 FORMCHECKBOX 
 Biosketch(s) for all other UCLA Key Person
	
	
	

	 FORMCHECKBOX 
 Biosketch(s) for all Subrecipient Key Person
	
	
	

	NOTE: 5-page max. Biosketch should be in latest NIH Format. Verify all key person’s Commons ID, role and affiliation. List OSCs and Consultants after other Senior/Key persons − Biosketches required for ALL persons listed in this Senior/Key Person Profile page


	[5] PHS 398 Cover Page Supplement 
	All Sections Assigned to PI
	Document Preparation Status

	
	Draft
	Completed
	Uploaded

	 FORMCHECKBOX 
 Complete section in Cayuse (if applicable)
	
	
	

	NOTE: this section is self-explanatory. This form collects information on human subjects, vertebrate animals, program income, human embryonic stem cells, inventions and patents, and changes of investigator/change of institution. Complete as needed in Cayuse. No attachments required.


	[6] PHS 398 Research Plan 
	All Sections Assigned to PI
	Document Preparation Status

	Research Plan Attachments:
	Draft
	Completed
	Uploaded

	 FORMCHECKBOX 
 Introduction (ONLY for resubmission or revision. 1 page limit)
	
	
	

	 FORMCHECKBOX 
 Specific Aims (1 page limit)
	
	
	

	 FORMCHECKBOX 
 Research Strategy (12 pages for an R01; 6 pages for an R21)
	
	
	

	 FORMCHECKBOX 
 Progress Report Publication List (for renewal submissions only)
	
	
	

	Other Research Plan Sections:
	Draft
	Completed
	Uploaded

	 FORMCHECKBOX 
 Vertebrate Animals: if “YES” 
	
	
	

	 FORMCHECKBOX 
 Select Agents: if project uses hazardous biological agents or toxins
	
	
	

	 FORMCHECKBOX 
 Multiple PI Plan (if applicable)
	
	
	

	 FORMCHECKBOX 
 Consortium/Contractual Arrangements (if applicable)
	
	
	

	 FORMCHECKBOX 
 Letters of Support 
	
	
	

	 FORMCHECKBOX 
 Resource Sharing Plan (if applicable)
	
	
	

	 FORMCHECKBOX 
 Other Plans 
	
	
	

	 FORMCHECKBOX 
 Authentication of Key Biological and/or Chemical Resources
	
	
	

	 FORMCHECKBOX 
 Authentication Appendix (Only if instructed in FOA)
	
	
	


	[7] Budget
	Assigned to PI & Admin
	Document Preparation Status

	R&R Categorical Budget - $250,001 or more Direct Cost/year
	Draft
	Completed
	Uploaded

	 FORMCHECKBOX 
 Detailed Excel Budget (required for internal process)
	
	
	

	 FORMCHECKBOX 
 Budget Justification
	
	
	

	 FORMCHECKBOX 
 Completed RR Budget Form
	
	
	

	NOTE: If applicable, the subaward budget needs to be completed and uploaded (See R&R 424 instruction for additional details).

	PHS 398 Modular Budget: - Modules of $25,000 up to $250,000
	Draft
	Completed
	Uploaded

	 FORMCHECKBOX 
 Detailed Excel Budget (required for internal process)
	
	
	

	 FORMCHECKBOX 
 Personnel Justification
	
	
	

	 FORMCHECKBOX 
 Consortium Justification (if applicable)
	
	
	

	 FORMCHECKBOX 
 Additional Narrative Justification
	
	
	

	NOTE: Funds are requested in $25,000 increments (or modules) up to $250,000 direct cost/year. The Additional Narrative Justification is not needed in applications to FOAs with direct cost limits that do not spread evenly across budget periods (e.g., R21 FOAs that allow $275,000 in direct costs over two years).


Completing The Human Subjects Clinical Trials Section
	Human Subject Research?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No


	Does any of the proposed research involve human specimens and/or data?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	NOTE: Applications involving the use of human specimens or data may not be considered to be research involving human subjects, depending on the details of the materials to be used.


	Provide an explanation for any use of human specimens and / or data not considered to be human subjects research.   

 FORMCHECKBOX 
 Attachment Provided    FORMCHECKBOX 
 Not Applicable

	NOTE: If you answered "No" to the "Does any of the proposed research in the application involve human specimens and/or data?" question, you do not need to attach an explanation here.


	If you answered "No" to the question "Are Human Subjects Involved?", skip the rest of the PHS Human Subjects Clinical Trials Information form unless otherwise directed by your FOA.


	If you answered "Yes" to the question "Are Human Subjects Involved?, add a Study Record for each proposed study involving human subjects by selecting "Add New Study" or "Add New Delayed Onset Study," as appropriate.


	Entering the Study Record – click on the section for a detailed NIH guide
	Draft
	Completed
	Uploaded

	Section 1 - Basic Information
	
	
	

	Section 2 - Study Population Characteristics
	
	
	

	· Inclusion of Individuals Across the Lifespan (attachment required)
	
	
	

	· Inclusion of Women and Minorities (attachment required)
	
	
	

	· Recruitment and Retention Plan (attachment required)
	
	
	

	· Study Timeline (attachment is optional if “no” to clinical Trials)
	
	
	

	Section 3 - Protection and Monitoring Plans
	
	
	

	· Protection of Human Subjects (attachment required)
	
	
	

	· Single IRB plan is no longer required (Do not provide an attachment)
	
	
	

	· Data and Safety Monitoring Plan (required if “Yes” to Clinical Trial)
	
	
	

	· Overall Structure of the Study Team (optional, see RFA)
	
	
	

	Section 4 - Protocol Synopsis
	
	
	

	· Statistical Design and Power (attachment)
	
	
	

	· FDA Regulated Intervention (provide attachment if applicable)
	
	
	

	· Dissemination Plan (attachment)
	
	
	

	Section 5 - Other Clinical Trial-related Attachments
	
	
	

	· If FOA specifies that an attachment(s) is required or permitted
	
	
	

	· A maximum of 10 PDF attachments is allowed
	
	
	

	NOTE: If your human subjects study meets the definition of "Delayed Onset," include the Dissemination Plan attachment in the delayed onset study justification. Here is the Detailed NIH Study Records guide. See the NIH Glossary definitions of Study and Study Record.


	Download Fillable PHS Human Subject Form 
The study section must be entered in Cayuse. The form can be used to plan your work and get the necessary details before making your Cayuse entry. Note: form will NOT display in the browser. Must download and open.


Other Helpful Links

· SF424 Instructions 

· Annotated forms can be found here 
· Standard Deadline dates
· Information on attachments
· Format Attachments (fonts, margins, page limits, etc.)
· NIH Table of Page Limits
· Be careful with hyperlinks
· Parent FOAs
