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STATEMENT OF COMPLIANCE
This study will be conducted in full accordance with all applicable LSU Health Sciences Center Policies and Procedures and all applicable Federal and state laws and regulations including 45 CFR 46, and the HIPAA Privacy Rule. Any episode of noncompliance will be documented.

The investigators will perform the study in accordance with this protocol, will obtain consent/assent/ HIPAA authorization (unless waivers are granted), and will report unexpected problems in accordance with LSU Health Sciences Center - New Orleans IRB Policies and Procedures and all federal requirements. Collection, recording, and reporting of data will be accurate and will ensure the privacy, health, and welfare of research subjects during and after the study.
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PROJECT SUMMARY/ABSTRACT
This section should summarize the central elements of the protocol and be able to stand on its own. It should be no more than one page.
	Background
	Include 1-3 sentences about the importance of the condition and the importance of the research question.

	Primary Objective
	Include primary objective and outcome measures

	Secondary Objective(s)
	Include secondary objectives and outcome measures

	Study Population
	Include a brief description of the population such as health/disease status, gender, age, etc.

	Study Design
	Present an overview of the study design.  

	Clinical Phase
	

	Sample Size
	Include total number of patients for the study































1. BACKGROUND AND RATIONALE
1.1 Introduction 
Describe briefly for the rationale for the study. 

1.2 Description of Investigational Product or Intervention 
Name and describe the study intervention (drug, device, diagnostic, diet, experimental therapy, etc). For drug studies, describe the dosages and forms that were selected for the study. 

1.3 Relevant Literature and Data from Non-Clinical and Clinical Studies 
Describe any findings/knowledge that has been ascertained from previous research studies. Only applicable for drug/biologic/device studies.

2. STUDY OBJECTIVES
The purpose of this study is to determine the [safety/efficacy/pharmacokinetics] of…

2.1 Primary Objective (or Aim)
This should be specific. For example: The primary object of this study is to determine if drug decreases systolic blood pressure after 8 weeks compared to standard of care.

2.2 Secondary Objectives (or Aims) 
Include any additional objectives, if applicable. Examples include: 
· Determine if there is a relationship between A and B.
· Determine the pharmacokinetics of drug. 
· Evaluate the safety and tolerability of drug in the study population. 

3. INVESTIGATIONAL PLAN
3.1 Study Design  
Briefly outline the study design (e.g., randomized control trial, cross-sectional study, pharmacokinetic/pharmacodynamic study, etc.).  

3.1.1 Screening Phase
Describe briefly how subjects will be identified and screened. For example: Potential participants will be screened using the inclusion and exclusion criteria outlined within this protocol. Informed consent will be obtained prior to any study-related procedures being performed. 

3.1.2 Study Treatment Phase
Describe briefly the treatment phase of the study. 

3.1.3 Follow-Up Phase
Describe briefly, if applicable, the follow-up phase of the study. 

3.2 Randomization and Blinding 
Briefly describe the randomization process (i.e., who will generate the randomization, how it will be generated) and how blinding will work. 
3.3 Study Duration
State the duration of the subject’s participation. 

3.4 Study Sites
The study will be conducted at [number] sites. Locally, the study will be conducted at [site names]. 

3.5 Study Population 
The study team will enroll approximately [number] subjects.

3.5.1 Inclusion Criteria 
[Examples…
· History of Hypertension
· Age 18 or older]

3.5.2 Exclusion Criteria
[Examples…
· Under age 18
· No history of hypertension]

Subjects that do not meet all enrollment criteria may not be enrolled. Any violations of those criteria must be reported in accordance with the LSU Health Sciences Center – New Orleans IRB Policies and Procedures. 

4. STUDY PROCEDURES
[bookmark: _Hlk171358854]4.1 Recruitment
Describe the approach to recruit subjects. 
· How will subjects be identified? 
· How will subjects be approached? 
· Will advertising be used? 

4.2 Screening Visit [Delete if screening is performed by medical chart review]
This section lists the procedures, observations, and measures included as a simple bullet point list. This section is focused on what will be done, while Section 5 addresses how it will be done. 

4.3 Visit 1  
This section lists the procedures, observations, and measures included as a simple bullet point list. This section is focused on what will be done, while Section 5 addresses how it will be done. 

4.4 Visit 2
This section lists the procedures, observations, and measures included as a simple bullet point list. This section is focused on what will be done, while Section 5 addresses how it will be done. 

4.5 Visit 3
This section lists the procedures, observations, and measures included as a simple bullet point list. This section is focused on what will be done, while Section 5 addresses how it will be done. 

4.6 Follow-Up 
This section lists the procedures, observations, and measures included as a simple bullet point list. This section is focused on what will be done, while Section 5 addresses how it will be done. 

4.7 Unscheduled Visits 
Describe how unscheduled visits will be handled. 

4.8 Rescue Medication Administration. 
Describe the options for rescue medication and how the decision would be made to permit that treatment. Only applicable for drug studies. 

4.9 Withdrawl 
Describe the criteria for withdrawing subjects and plans for care after withdrawl from the study. 

4.10 Treatment Assignment Methods 
4.10.1 Randomization
Describe procedures for generation, maintenance, and execution of the randomization schedule

4.10.2 Blinding
Describe the procedures for maintaining the study blind for subjects, investigators, and trial personnel, if applicable. 

4.10.3 Unblinding 
Describe the procedures for unblinding of study personnel during the conduct of the study.

5. STUDY EVALUATIONS AND MEASUREMENTS
Every procedure, measurement, and intervention listed in section 4 should have a corresponding description of what will happen during the procedure, how the measurement will be made or how the intervention will be administered.  

5.X Data Collection and Management 
This section should include the following information: 
· How data will be collected and the system (i.e., REDCap, Excel) used for data storage. 
· How confidentiality of the data will be ensures
· Plan for anonymization or de-identification of the data
· Plan for retention and destruction of the data 

6. STATISTICAL CONSIDERATIONS 
6.1 Primary and Secondary Endpoints
The primary endpoint will be… 

Secondary endpoints will include the following: 
· The change in X
· Safety and tolerability of drug based on adverse events, measurements, and evaluations.

6.2 Statistical Methods 
State how data will be validated and describe the statistical methods used for analysis. 

6.3 Sample Size and Power
The sample size should be justified based on the study objectives. 

7. STUDY MEDICATION/DEVICE/INTERVENTION
Omit any sections that do not apply. 
7.1 Packaging
Provide the clinical supply description. 

7.2 Labeling
Describe the product label.  

7.3 Dosing
Describe the directions for use.  

7.4 Treatment Compliance and Adherence 
Describe the assessments for participant compliance and requirements for continuation in the trial. 

7.5 Drug Accountability
Describe who will maintain the receipt and disposition records for stduy medications.  

8. REGULATORY AND ETHICAL CONSIDERATIONS
8.1 Risks to Participant 
Describe the risks of participation in this section. All studies have at least some risk. For chart reviews, the primary risk is the breach of confidentiality of data. 

Address how the study design and data management plan will minimize the risks of harm. 

8.2 Potential Benefits to Participant 
Summarize potential benefits of participation, if any. 

8.3 Informed Consent/Assent and HIPAA Authorization 
Either informed consent must be obtained, or a waiver must be requested. 
· If consent will be obtained, describe the procedures that will be used to obtain consent (who, when, where, how). 
· If a waiver is requested, provide sufficient justification for why the research meets the criteria for a waiver. 

8.4 Safety Reporting 
Describe the plan for reporting any issues to the IRB. 

8.5 Medical Emergencies 
Describe the plans and procedures for taking care of medical emergencies that might develop during the course of the study, if applicable. 

8.6 Payment to Subjects
If subjects are to be paid for participation in the study, the amount and method of payment should be outlined. 

8.7 Data and Safety Monitoring Plan
Describe the DSMP, including the processes and safeguards that will be in place to identify the risks to research subjects and protect subjects during the execution of the trial. 

9. PUBLICATION
Describe the plan for publication and presentation of the results. 

10. REFERENCES
[Insert references/citations]
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