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REVIEW & APPROVAL FORM
UTHEALTH INFORMATION:
If PI is a new faculty member then provide a copy of offer letter.
Other Covered Individuals
SPONSOR INFORMATION:
 *List all covered individuals (as defined here) responsible for the design, conduct or reporting of the research. 
..\..\Logos\SPA logos png (for Microsoft Office)\SPA 2-color orange+gray png files\SPA_2c_hor+side_pms-small.png
Department Administrative and Financial Contacts
PROJECT INFORMATION:
Name
Role
% Effort
Department
Faculty
PROJECT TYPE
PROPOSAL TYPE
AWARD TYPE
PROTOCOL/RESEARCH PLAN
DEVELOPED BY: 
This section is important for contract negotiation. Determining whether or not the Principal Investigator at UTHealth was, a) solely, b) jointly, or c) not at all, involved in writing the protocol or research plan for the contract (including clinical trials, sponsored research agreements, collaboration agreements) helps to determine which party will own any Intellectual Property that may result from the agreement.
RESEARCH
FUNDING SOURCE
 *Additional Covered Individual sheets can found here.
After the fact proposal? 
(Has this proposal already been submitted to the agency?)
FOA Limited Submission? 
(If yes, then include permission to submit from EVPARA)
Continuous Submission?
 Do you have personnel from other UT Health schools or departments?          
(If yes, obtain other school/departmental signatures on The R&A Form Signature Addendum.)
SUBCONTRACTOR INFORMATION 
Subcontractor Institution/Name
Est. Project Amount (All Years)
Submit the following items for each subcontractor:  Scope of work, Signed Letter of Intent, Detailed Budget, and Budget Justification
Is this a Multiple PD/PI application ?
(20 Characters Max)
Date due to PTE:  The date due to the direct sponsor/PTE  when UTHealth is a sub.   If no specific date is provided by the PTE then allow 5 business days prior to the date due to prime sponsor. 
Revised 06/19/2018
This is the original source of funding. Typically the federal or state agency, or private foundation.  Use this field only when UTHealth is a sub. 
The organization from which UTHealth will directly receive funding.  Pass Through Entity (PTE) is the same as the direct sponsor when UTHealth is a sub. 
Clinical Research:
For administrative and financial purposes, SPA defines clinical research as a study that uses human data and/or samples.   As a guide, clinical research includes:
-         IRB approval that is exempt from full board review
-         Large human data analysis projects where data sets already exist or are obtained from outside sources such as federal/state databases, dbGaP, registries, etc.  
-         Non-industry studies (typically grants) that include retrospective chart review, participant surveys, etc.  
-         UTHealth PI serves in a national study role such as protocol development, data collection and analysis, reading/interpreting images such as MRI's, x-rays, photos, etc. that are sent from study sites.
-         No patient visits that would generate a clinical bill
-         A set budget based on effort or broad milestones and not on a per patient/participant payment.
Clinical Research does not include:
-         Studies that consent patients prospectively to obtain samples or data  (Clinical Trial)
-         Studies that use human samples in laboratory research (Basic Research)
-         Any study for which the sponsor is paying on a per patient/participant basis (Clinical Trial)
 
Clinical Trial:
A clinical trial is a specific subset of clinical research.   For administrative and financial purposes, SPA defines a clinical trial as a study that:
-         Requires obtaining patient/participant consent to enroll.
-         Collects human data or samples prospectively
-         Any study for which the sponsor is paying on a per patient/participant basis
-         Requires full IRB approval
 
This section is important for contract negotiation. Determining whether or not the Principal Investigator at UTHealth was, a) solely, b) jointly, or c) not at all, involved in writing the protocol or research plan for the contract (including clinical trials, sponsored research agreements, collaboration agreements) helps to determine which party will own any Intellectual Property that may result from the agreement.
Dept.
INSTITUTIONAL COMPLIANCE
5) Is there designated acutely toxic or physically dangerous chemicals? refer to HOOP 90 
     (See list of designated hazardous chemicals at the Environmental Health & Safety website, or contact them at x8100 for assistance.)
6) If Using Carbon or Silica-based Nanochemistry (particles sized from 1-100 nm), PI must contact Environmental Health & Safety at x8100)
Is there existing Intellectual Property, developed at or held by UTHealth that is being used in this project?
-When marking "Approved" for questions 1-4, provide approval documentation with this R&A packet.  If an item is marked "Pending" provide the  approval documentation when it becomes available.
c) Use of Human Adult Stem Cells? (Needed for State Reporting)
Are any materials/data being transferred under this project?
INTELLECTUAL PROPERTY:
FINANCIAL INFORMATION:
Is there cost sharing included? (This includes PI/Co-PI and Collaborator Salaries)  If yes, attach Cost Sharing Request memo.
Does this research involve clinical services, procedures, or visits? 
Does this research include enrollment of patients to a study?
BUDGET INFORMATION (For clinical trials, only complete "Project Period" information): Clinical trials also require a completed Clinical Trial Budget Worksheet
YEAR
START DATE
END DATE	
DIRECT COST
INDIRECT COST
TOTAL
FIRST YEAR
PROJECT PERIOD
(MTDC) Modified Total Direct Cost
(TDC) Total Direct Cost
IDC Rate
Used:
Federal or Non Clinical/Lab
CTA - Industry 
Sponsored
Off Campus
If IDC is not being recovered in accordance with HOOP 69, an approved IDC waiver is required. 
Sponsor Stated Rate
PRINCIPAL INVESTIGATOR
My signature below certifies that 1) the information submitted with the application is true, complete and accurate to the best of my knowledge; 2) any false, fictitious, or fraudulent statements or claims may subject me to criminal, civil, or administrative penalties; and 3) I agree to accept responsibility for the scientific, administrative, and financial conduct of the project and to provide the required reports if a grant is awarded as a result of the application.
Principal Investigator
DEPARTMENTAL APPROVAL
My signature below certifies that 1) the individual is eligible to be Principal Investigator; 2) the scientific merit of this proposal is within the role/scope of the department; 3) the proposal meets the requirements of the sponsor; 4) the department will assist the PI with the administrative and financial conduct of the project including reporting obligations; and 5) the proposal has been subjected to an administrative and financial review.
Departmental Authorized Business Official
SIGNATURES
1) Are Human Subjects (material or data from human subjects) involved? (CPHS)
a) Use of Human Embryonic Stem Cells?
(Approval from the Stem Cell Research Oversight (SCRO) Committee is required SCRO@uth.tmc.edu)
b) Use of Human Induced Pluripotent Stem Cells, Human Totipotent Stem Cells, Human  Gametes or Human Embryos?
(Approval from the Stem Cell Research Oversight (SCRO) Committee is required SCRO@uth.tmc.edu)
4) Use of Radioactive Materials or Radiation Producing Devices? (RSC)
 
3) Use of Biological Agents, Infectious Agents, Recombinant or Synthetic Nucleic Acid Molecules? (IBC)
2) Use of Vertebrate Animals? (AWC)
Is Intellectual Property (discoveries with commercial potential) reasonably expected to result from this project?
 
Cost Share
Cost sharing, as a general term, is the portion of total project costs that is not provided by the sponsor, thus a cost to UTHealth.  It is normally in the form of direct costs but may also be indirect costs if allowed by sponsor's rules.  
 
Mandatory Cost Share: (also known as matching) is stipulated by the sponsor, and pledged by UTHealth, as a condition of receiving the award.  Mandatory cost share is included in the proposal, must be tracked by UTHealth, and is reported to the sponsor.  
Any amount of Mandatory Cost Share requires completion of the Cost Sharing Request Memo
 
Voluntary Cost Share:  (also known as in-kind effort or in-kind costs)  is not required by sponsor but is included by the principal investigator in the budget or budget justification.   If the proposal is awarded by the sponsor, it is expected that the voluntary cost-share will be tracked by UTHealth.   It is typically not reported to the sponsor.  
The Cost Sharing Request Memo is required for voluntary cost share when:
1.         The cost share amount exceeds $100,000 over the life of the project and/or,
2.         The cost share is being committed from institutional funds (not departmental funds), and/or, 
3.         The cost share includes personnel effort without salary/benefits.  (For example, Dr. White will spend 10% of his time on the project but is not requesting any salary support from the sponsor.)
 
The Cost Sharing Request Memo is not required for salary expenses in excess of the sponsor's allowed amount (e.g. over the federal salary cap or faculty salary not allowed by sponsor).  These are considered unallowable costs, not cost-share. 
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