


Research Protocol 
Delete all instructions/information in italics before submission.

We recommend that anyone interested in doing a clinical research project contact the CRI at the onset of the process. We can help you design a study that can be done in a manner that facilitates the execution of the study and the publication of its results. We suggest you use the headings provided below as a template.

Examples of what might be written in the sections are in blue italics.  Please delete before submission, these are provided to help guide protocol development only.  

When the protocol has been completed, the CRI can submit it to the IRB and provide the assistance you might need for the study, including consenting and enrolling subjects, taking samples, and recording data. The CRI biostatisticians can analyze the data, and the CRI can assist you in writing the publication.

Instructions/guidance for each section is provided in italics – delete all instructions in italics before submission.


TITLE: 
The title should inform the reader as to what the study is designed to test.  Consider using a title that captures the heart of the project. Indicating if the study is prospective or retrospective, as well as the study population, should be considered. You can change the title when submitting the paper for publication should you wish to do so, but the title on this protocol application cannot be changed after submission to the IRB.

Ex. Analysis of Enteral Nutrition Tube Location as a Clinical Predictor for Pneumonia, Gastrointestinal Bleeding, and Outcomes in ICU patients with Gastric vs. Post-Pyloric Feeding


PRINCIPAL INVESTIGATOR: 
This is the person who has complete oversight and responsibility for this research.  Include credentials, rank if applicable, and institutional affiliation.

Ex. John Griswold, MD, FAAS, Professor and Chair Emeritus, Department of Surgery, TTUHSC

OTHER PERSONNEL: 
List all persons with any role in the study. Include credentials, rank if applicable, and institutional affiliation. If asked, you should be able to justify the inclusion of listed personnel.  Anyone and everyone must be listed on the protocol and approved by IRB to help with the study.  This list does not determine authorship of a manuscript, this is only those involved in any aspect of research; authorship should be negotiated by your team separately.  

Ex. Jane Doe, BS, MBA, MSIII, School of Medicine, TTUHSC; John Doe, BS, MSIII, School of Medicine, TTUHSC;  Billy Baker, BS, DPT student, School of Health Professions 


Abstract/Project Summary
Provide a succinct and accurate description of the proposed research. State the purpose/aims, design, and methods.  This section should be understandable to those who work in scientific research and laypersons.  


AIMS: 
The research aim briefly describes what you will do in the study.  Research aims are broad statements that describe the overall purpose of your study. They provide a general direction for your study and indicate the intended achievements of your research. Aims are usually written in a general and abstract manner, describing the ultimate goal of the research.

Ex. This study aims to identify any differences in outcomes for patients fed in gastric versus post-pyloric tube locations for enteral nutrition.  


OBJECTIVES: 
Describe briefly how you will get your aim answered.  Your objectives should match/coincide with your Aim.  

Ex. 
1.  To evaluate if outcomes for patients fed in gastric versus post-pyloric tube locations are different.  
2. To identify any trends, associations, or outcome differences that may better define the etiology of certain complications such as gastric intestinal bleeding and aspiration pneumonia.


INTRODUCTION / BACKGROUND / SIGNIFICANCE:
This does not need to be comprehensive but must indicate why the research question is important, what is known about it from the literature, and how your project will help expand knowledge. Usually, two to 3 paragraphs should suffice. Provide pertinent citations that can be listed at the end of your proposal, and be consistent with the formatting of the references, please.

HYPOTHESIS: 
This is the brief statement of what the investigator believes will be the answer to the question he/she is asking.  The question will have a yes/no answer.

Ex. Based on previous findings in the literature and understanding of gastrointestinal physiology, the investigators hypothesize that PPF will be associated with improved outcomes and reduced pneumonia risk when compared to GF.  

METHODS:
Using the headings below, describe your study methods in enough detail that your study is reproducible.

Type of study: 
Ex. Retrospective, Correlational design

Subjects/Recruitment:  
Ex. The electronic health record of all patients who meet study inclusion criteria will be queried by the study site.  

Number of Participants: 
Min:  _________	Max:  _________ 
(always overshoot, you can get fewer than your max, but you cannot get more without going all the way back to the IRB)

Justification for sample size:
Need an explanation of how you came to the min and max numbers.  Pilot study?  Did you do a power analysis?
	
Inclusion criteria: 
List specific criteria each subject must have to participate.  
Ex. 
1. Age range (ex. 18 to 89 years)
2. Diagnoses (ex. Diabetes, Type I or Type II)
3. Lab ranges
4. Radiology images
5. Other ancillary findings that have to be present (ex. ability to speak and understand English)
6. For chart reviews, include the exact date range if it is a retrospective study (ex. January 1, 2014 – December 31, 2024)

Exclusion criteria: 
List those conditions that would confound the study if a projected subject were enrolled. (Do NOT mirror your inclusion criteria)
Ex.
1. Pregnant or breastfeeding females
2. Inability to engage in regular weight-bearing exercise
3. Limited life span
4. Current medications or OTC supplements that could impact your study

Site of study: 
The location of the site of the study, where were the patients seen?
Always include TTUHSC if you are a TTUHSC student/trainee
Ex. UMC Hospital, UMC Physicians Clinics, TTUHSC, or TT Physicians Clinics in Amarillo, Lubbock, or the Permian Basin 

Design: 
Remember to provide enough detail so that someone else can exactly duplicate your study.

Ex. A correlational design using a retrospective review of the electronic health record will be conducted. Health Information Data will be abstracted from the electronic medical record.  A detailed list of the data requested from the electronic health record is included in this proposal on the Data Collection Sheet.  

Procedures:

[bookmark: _Hlk218756980]Query: The study site will perform a query for the inclusion criteria and dates for the study window.  For the subjects meeting inclusion criteria, the study site can also gather some electronic chart data to minimize the amount of data and time the research team has to access the chart.  As much information as possible will be gathered via electronic data query.  This meets the HIPAA minimum necessary standard in accordance with the rules and regulations at the study site.

This query will produce an Excel spreadsheet with the subject information and will be named “Patient List IRB##” by the study team.  From the Patient List of subjects, the following procedures will be performed:

Assigning Study ID: On the spreadsheet, the investigator will add a column called “Study ID” and patients will be numbered 1-#n.  Once the Study ID is assigned, the participants will only be referenced according to study ID on the data collection spreadsheet.  No Personal Identifiers will be copied onto the data collection spreadsheet.  

Data collection: The data collection spreadsheet will have Study ID numbers from 1-#n.  Individual data will be entered into the data collection spreadsheet using the unique Study ID number.  The study team will apply the exclusion criteria as applicable.  Any remaining data not collected from the study site query will be gathered manually from the electronic health record and entered directly into the de-identified data collection sheet by the research team.

The Patient List file (with PHI) and the Data Collection Sheet (with only de-identified data) will be kept separate.  

Randomization: 
Ex. None.

Study visits/Roles of subjects: 
Ex. There are no study visits, this is a retrospective review only.

Materials, Instruments or Measurements: 
Ex. The Data Collection Sheet is the only instrument used in this study.  

Data Sheet: 
Ex. See the attachment “Data Collection Sheet”

Outcomes: 
List the primary and secondary outcomes – these should be specific data elements that will tell you if you answered your aims and objectives.

Analysis: 
Describe the statistical analysis to be used with justification. Studies can also be classified as Observational, seeking to reveal specific associations or relationships among variables.

[bookmark: _Hlk193964789]Ex. The research is correlational design, looking for relationships and trends in data for this group of patients.  This is a descriptive study that will use appropriate statistical methods as necessary.  Simple statistics, such as mean, standard deviation, range, etc., will be performed to characterize the demographics in the population.  Chi-square and/or t-test will be used for comparisons.  Spearman’s Rho will be used to look for relationships.  Regression will be used to assess for prediction.  

Risks: 
[bookmark: _Hlk193965974]Ex. Subjects have no direct safety risks as all data collection is retrospective. Breach of confidentiality is a risk for this study.  After the study's completion, this risk will be mitigated by destroying the Patient List containing subject identification. 
 
A Study ID on the Data Collection Sheet will identify subjects. The Patient List of medical record numbers will contain a link to the assigned Study ID. The Patient List is necessary to allow us to verify and clarify study data to help ensure accuracy and for the investigators to go back to the chart to collect a missing data point if necessary during the study time frame. The singular copy of the Patient List will be kept on a password-protected institutional computer or inside the investigator's Box storage account. This account is set up by TTUHSC and approved for protected health information by the study site. The Patient List will NOT be downloaded onto any computer, workstation, or external disk/drive.


Benefits:  (To participants or the public at large) 
The objective of most clinical studies is to obtain results that will ultimately benefit the general population.  Occasionally, subjects in any study might benefit directly, but this is usually not expected.

[bookmark: _Hlk193966019]Ex. There are no direct benefits to the subject.  The contribution of knowledge in treating patients with a diagnosis of diabetes is a key objective. The dissemination of any findings may contribute to significant changes in the management of patients with diabetes for multidisciplinary clinicians (physicians, nurses, therapists, social workers, case management, etc.).

Confidentiality:  
Describe your methods for handling this (de-identification, code list) and what is your method of securing the data in a confidential manner.  Study documents will be kept at least 3 years then destroyed. 

[bookmark: _Hlk193966095]Ex. All data will be kept on a password-protected institutional computer or in the investigator's Box storage account. This account is set up by the study site and approved for protected health information by the study site.  Only approved study personnel will be given access to the study folder with data.  Only one copy of the list connecting the individual subject to the Study ID will be kept; all other data will be de-identified and organized by Study ID.  All study documents will be kept in this manner for 3 years after the close of the study and then destroyed.  

(Texas Tech University Health Sciences Center, Operating Policy and Procedure #56.04 Electronic transmission of Personally Identifiable Information and Protected Health Information)

AI Use for Research:  
The research team will not use AI/generative AI for this research project, except for the AI tools inherently incorporated into the Epic Electronic Health Record system, which explicitly protect TTUHSC data and that of our patients.

Monitoring: 
N/A

Reimbursement: 
The subject will receive no reimbursement for participation in this research.  

Funding:  
N/A

Consent Form: 
N/A 

Acknowledgements: 
Ex. Special thank you to the Clinical Research Institute for assistance with this project.
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