UNIVERSITY CLINICAL RESEARCH CENTER

AT HERMANN HOSPITAL

PROJECT PROPOSAL 

SECTION I: GENERAL INFORMATION

1.
Project Title:

2.
Principal Investigator:


Room #




Phone #


Title:





Pager #


Department:




Email:  

3.
Co-Investigators:



Phone # 


a)


b)

4.
Study Coordinator:



Phone:



Pager:










Email:

5.
Type of project



UCRC category


Location

____A (investigator initiated)

____Inpatient





____B (patient hospitalized)

____Outpatient
     

____D (industry sponsored)

____Off-site location    Where:_________________

5.
UCRC services requested:

____Skilled nursing assistance

    ____ Informatics (i.e. data mgmt) + biostatistics

____Ancillaries (i.e. diagnostics, pharmacy)    ____ Informatics only (i.e. data management)

____GCRC and Genetics Core Lab

    ____ Bionutritionist

____Genetics Core Lab Only


    ____Clinical space

____ Clinical Research Feasibility Funds (CReFF)
6.
General Information

1)
Estimated duration of project:

Estimated start date:

2)
Total number of patients:


Number per year:

3)
Total per year – Outpatient visits:


Inpatient days:


4)
Number of patients to be admitted simultaneously (if applicable):


5)
Estimated duration of each patient admission:


6)
Age range of patients:


7)
Clinical diagnosis of patients, or specify if normal volunteers:


8)
If outpatient area will be used for screening, how many patients will be screened 
simultaneously?

7.
IRB Approval Date _____________, IRB #_____________   
or 


Pending IRB approval, indicate date submitted to IRB__________  

9.
Funding agency, including grant number:_________________
ABSTRACT
NIH-format abstract, including hypothesis, specific aims, background, and methods.

	UCRC PROJECT PROPOSAL BUDGET

	TITLE:

	PI: 
	UCRC#:

	

	Itemize every laboratory test, drug, and medical procedure, use of operating room, facility, etc. to be used during the study.  Indicate the number of times each test will be performed and indicate by a check who will pay for it (I.e., do you expect the UCRC to pay or do you have another source of funding, such as a grant?).     

YOU NEED NOT INDICATE THE COST UNLESS THE REQUEST IS UNUSUAL

	

	

	

	 

	TEST, PROCEDURE, ETC.
	COST   PER TEST 
	
	# TEST
	PAID BY
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	# PER PATIENT
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PROTOCOL NARRATIVE

The protocol should be clearly written in narrative form, including the following information where applicable.  There is a 5 page limit for the protocol narrative up to but not including the Protection of Human Subjects section. The proposal should be complete enough to convey all needed information to allow for a considered review.  Protocols should be hypothesis driven, and should be designed in such a manner that the work will result in publishable data, or will lead to other publishable studies.  You may attach the complete protocol at the end of the application.

Please REMOVE the italicized  explanatory instructions or comments in the narrative.  It should be a stand-alone document,  written in the same narrative form as a grant application to the NIH or other agency. 

Protocol Title:
Principal Investigator:
Specific Aims and Objectives
State clearly the hypothesis to be tested or specific data which are sought.  Long term goals of the project may be included, but do not substitute them for specific aims to be achieved by the proposed study.
Significance and Background Information
This section should present a convincing rationale for conducting the study.  Provide background data which support the scientific importance of the proposed studies, including references.  Explain how the proposed studies will add significant information to the area.  This section is particularly important for Pilot studies.
Progress Report and Preliminary Studies
Describe the results and implications of any relative work that you have already accomplished.  Include preliminary data that support the hypothesis or your experimental approach.
Experimental Design and Methods
Describe the research design and the procedures to be used to accomplish the specific aims of the project.  Include the following where applicable.

Clinical Information
Describe the clinical procedures which will be used to generate samples or gather data (bronchoscopy, biopsies, phlebotomy, etc.)

Provide a flow sheet detailing tests and procedures for each day of hospitalization or visit to the CRC.

Describe the population to be studied, including inclusion and exclusion criteria.

Specify what screening procedures and tests will be used to assure fitness of normal volunteers for enrollment.  If HIV screening will be done, give the name of the person who will counsel an HIV positive subject; the CRC can help with this if necessary.

Indicate specific metabolic dietary requirements or the need for the CRC research dietician's services.

Indicate any need for the involvement of Hermann's research pharmacist, including randomization, preparation, or dispensing of drugs, solutions, etc.

Indicate clearly the procedures and services being requested of the CRC nursing staff.

Laboratory Methods
Describe the samples to be obtained and specify the laboratories that will be used for each test.  For tests other than those routinely available at Hermann, cite references from the literature for standard techniques or describe methods to be used in the P.I.'s laboratory.

Data Management
Explain how the data generated in the study will be collected and managed in preparation for data analysis.  The CRC systems manager, Charles Forbes, can assist you with suggestions and help with databases or spreadsheet software.  He can assist you with writing this section.  His phone number is 713/704-4195. 

Data Analysis and Presentation
This section should be written with the assistance or approval of the CRC biostatistician, Dr. Chul Ahn.  His phone number is 713-500-6701.  Dr. Ahn must approve all statisitical sections before a protocol can be implemented.

Describe the measurements that will be made and the calculations that will be carried out.  Include the description of statistical methods with which the data will be analyzed.  Include sample size and power estimates. 

A small Pilot study may not result in statistically significant data.  However, in order to help the Advisory Committee determine the study's scientific validity, explain how data will be evaluated.  Explain exactly what you will be measuring and what changes you expect, and what factors will be involved in a decision to move on to a larger study.

YOUR 5-PAGE LIMIT ENDS HERE.  The rest of the application may be as long as necessary.  You may attach a complete protocol to the end of this application for the reviewer to search for additional information as needed.  The balance of this application is required by NIH and must be included.

Protection of Human Subjects
Each of the following areas must be addressed.  The NIH requires that each protocol contain this section.  Please number the paragraphs 1-4.

(1) Risks to the Subjects

Characteristics:  Describe the characteristics of the subject population, including their anticipated number, age range, and health status.  Identify the criteria for inclusion or exclusion of any subpopulation.  Explain the rationale for the involvement of special classes of subjects, such as fetuses, pregnant women, children, prisoners, or others who may be considered vulnerable populations.

Sources of Materials:  Identify the sources of research material obtained from individually identifiable living human subjects in the form of specimens, records, or data.  Indicate whether the material or data will be obtained specifically for research purposes or whether use will be made of existing specimens, records, or data

Potential Risks: Describe the potential risks (physical, psychological, social, legal, or other) and assess their likelihood and seriousness to the subjects   Where appropriate, describe alternative treatments and procedures, including the risks and benefits of the alternative treatments and procedures to participants in the proposed research.
(2)
Adequacy of Protection Against Risks

Recruitment and Informed Consent:  Describe plans for the recruitment of subjects and the process for obtaining informed consent.  Include a description of the circumstances under which consent will be sought and obtained, who will seek it, the nature of the information to be provided to prospective subjects, and the method of documenting consent.  State if the CPHS has authorized a modification or waiver to the elements of consent or the requirement for documentation of consent.  

Protection Against Risk:  Describe the planned procedures for protecting against or minimizing any potential risks, including risks to confidentiality, and assess their likely effectiveness.  Where appropriate, discuss plans for ensuring necessary medical or professional intervention in the event of adverse effects to the subjects.  In studies that involve interventions, describe the plan for data and safety monitoring of the research to ensure the safety of subjects.
(3)
Potential Benefits of the Proposed Research to the Subjects and Others
Discuss the potential benefits of the research to the subjects and others.  Discuss why the risks to subjects are reasonable in relation to the anticipated benefits to subjects and others.

(4)
Importance of the Knowledge to be Gained

Discuss the importance of the knowledge gained or to be gained as a result of the proposed research.  Discuss why the risks to subjects are reasonable in relation to the importance of the knowledge that reasonable may be expected to result.

Note: If a test article (investigational new drug, device, or biologic) is involved, name the test article and state whether the 30-day interval between submission of applicant certification to the Food and Drug Administration and its response has elapsed or has been waived and/or whether use of the test article has been withheld or restricted by the FDA. 

Total Enrollment Demographics

Please fill out the following table.  Include the total number of subjects that you expect to enroll by the time of study completion, broken down by gender, ethnicity (Hispanic/Latino vs. non-Hispanic/Latino), and race (White, Black, Asian, Pacific islander, Native American).  Please note that Hispanics are now considered as an ethnic rather than racial category so that the total number of Hispanic/non-Hispanics must equal the total number of subjects categorized by race.

Targeted/Planned Enrollment Table

	TARGETED/PLANNED ENROLLMENT:  __________  (Number of Subjects)



	Ethnic Category
	Sex/Gender

	
	Females
	Males
	Total

	Hispanic or Latino
	
	
	

	Not Hispanic or Latino
	
	
	

	Ethnic Category Total of All Subjects*
	
	
	

	              Racial Categories



	American Indian/Alaska Native
	
	
	

	Asian
	
	
	

	Native Hawaiian or Other Pacific Islander
	
	
	

	Black or African American
	
	
	

	White
	
	
	

	Racial Categories: Total of All Subjects *
	
	
	


*The “Ethnic Category Total of All Subjects” must be equal to the “Racial Categories Total of All Subjects”

Women and Minority Inclusion This may be addressed in one section which includes all the information.

Inclusion of Women

· If women are excluded, describe the justification for this.

· If sex/gender subgroup analyses are planned, describe briefly.  If not explain why (e.g. maybe the sample size will be too small for meaningful gender subgroup analyses).

· Describe any plans for recruitment/outreach and retention for women (this is critical if women are underrepresented in the enrollment to date for this protocol).

· Provide the estimated start and stop dates for enrollment in this study.

Inclusion of Minorities

· If any minorities are excluded, describe the justification for this.

· If minority subgroup analyses are planned, describe briefly.  If not explain why (e.g. if the sample size will be too small for meaningful minority subgroup analyses).

· Describe any plans for recruitment/outreach and retention for minorities (this is critical if any minority is underrepresented in the enrollment to date for this protocol). 

· Provide the estimated start and stop dates for enrollment in this study if different from that above for women.

Inclusion of Children

· If children (individuals <21 years of age) are excluded from the protocol, you must provide a justification for the exclusion.  

· If children are included, then you must provide a justification for the age range of children that is included, describe the expertise of the investigative team for dealing with children of the ages included, describe the appropriateness of the research facilities to accommodate children, and explain whether there will be sufficient number of children enrolled to contribute to a meaningful analysis relative to the study’s purpose.
Vertebrate Animals
If any part of your proposal involves the use of laboratory animals, indicate the status of the review and approval by the Animal Welfare Committee.

Future Plans
If applicable, describe how the results obtained in this proposal will lead to future studies.  This is especially important for Pilot studies.  Explain how data collected will be used in preparation for grant applications for larger studies.

Justification for the use of the CRC

Explain why the use of the UCRC is desirable or necessary for the performance of the protocol.  This may include the need for research nursing expertise, physical facilities, ancillary support, etc.

Justification for Category Selection (Please explain why you chose the category on the title page, ie. A=investigator-initiated, B=hospitalized patient or D=industry sponsored).
For Category A studies with any support from industry, explain the process of the protocol’s initiation and subsequent implementation.  Explain the extent of industry support for the study. 

References:
List references.

Data Safety Monitoring Plan

NIH policy requires that all protocols hosted by a GCRC have a Data Safety Monitoring Plan (DSMP).  Please fill out the template which can be found at our website at http://oac.hsc.uth.tmc.edu/uth_orgs/crc/ and include it with your application.  The DSMP must be approved by the Advisory Committee before a study is initiated.  If you have questions, please call the UCRC Research Subject Advocate (RSA), Dr. Gene Boisaubin, at 713/500-6507.
