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Read this entire instructional page prior to beginning your Protocol Template.

When should this template be used?
Use this template when developing a protocol for a prospective, investigator-initiated research study. The template provides a framework for documenting the key elements of a study protocol and includes sections commonly needed to describe the study design, procedures, and other research activities.

Instructions for completing the Study Protocol Template 
1. Complete all sections that apply to your study. If a section does not apply, enter “Not Applicable” instead of deleting the section. 
2. Instructions and/or sample text appear in blue font to generate ideas of what should be included in some of the sections.  Use these examples as guidance when writing your protocol. 
· Delete all blue text and replace it with information specific to your study.  
· You may rearrange sections if it creates a more logical flow for your specific protocol. 
· Keep all section headings in place to facilitate the review process.

Footer Requirements
The footer on each page should: 
· Protocol version #
· Protocol Date 
· Page number (Page X of Y) centered on the page. 

Before Finalizing your Protocol
Confirm that you have:
· Removed all blue instructional and sample text
· Completed all applicable sections
· Marked non-applicable sections as “Not Applicable”
· Included the protocol version number and date in the footer
· Centered the page numbering
· Retained all section headings

IMPORTANT: Delete this “Instructions” page before submitting and distributing the final protocol.








Study Protocol Title:
The title should be concise and descriptive and clearly distinguishable from other study titles. Be consistent with the Title throughout your research application, protocol, and IRB documents. 

Principal Investigator, Research Team, and Study Site:

Principal Investigator:
(List PI’s name, degree, affiliation, e-mail)

Co-Investigators/Sub-Investigators:
(List Co-PI/Sub-I’s name, degree, affiliation (if not NSU), e-mail)

Other Research Personnel:
(List name, degree, affiliation (if not NSU), e-mail, role in the study)

Study Site(s):
(List location name and address for all sites involved)
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TABLE OF CONTENTS:
After completing the protocol, insert a list of sections accompanied by the corresponding page number. 


LIST OF ABBREVIATIONS: - Do not use acronyms until they have been defined at first use throughout the protocol narrative.
Spell out all abbreviations and acronyms used in the protocol. 
1.0 [bookmark: _Toc488064357][bookmark: _Toc488067484][bookmark: _Toc193511063]STATEMENT OF COMPLIANCE
This section should state that this is a prospective research protocol, and the proposed study will be conducted in compliance with the protocol, Good Clinical Practices standards, applicable Federal regulations, and all applicable institutional research requirements. 

Sample Text: This document is a protocol for a prospective research study. This study is to be conducted in accordance with US and international standards of Good Clinical Practice, applicable Federal regulations, International Conference on Harmonization guidelines, and institutional research policies and procedures.
 
2.0 [bookmark: _Toc488064358][bookmark: _Toc488067485]ABSTRACT
Although the abstract appears before the protocol, it should be written last, as a summary of the protocol. Limit to one 250-300 word paragraph.  Use lay language only. Do not include medical/technical terminology or abbreviations.

The abstract should include the following:
(a) Context: Introduce the topic and identify the importance of the research question. 
(b) Objectives: State the primary objective and hypothesis and key secondary objectives (if applicable).
(c)  Study Design: State the basic design of the study.
(d) Participants: State the number of sites, the number of participants at each site, and the total number of participants that will be enrolled. Describe the key eligibility criteria. 
(e) Procedures: Describe the interventions/treatments in your study.

3.0 [bookmark: _Toc488064359][bookmark: _Toc488067486]INTRODUCTION
In 1-2 paragraphs, provide a concise high-level summary of the subject area of the study. Describe the condition or disease that your study will examine.

3.1. [bookmark: _Toc488064360][bookmark: _Toc488067487]LITERATURE REVIEW
In 1-3 pages, summarize the available literature that is relevant to your study. Include clinical and epidemiological data (if available). The literature review should be current (within the last 5 years) and should clearly identify gaps that your study will attempt to address.

3.2. [bookmark: _Toc488064361][bookmark: _Toc488067488]RESEARCH QUESTION
Clearly state the research question that your study will attempt to answer. The research question should be specific, concise and should directly address the gaps that were identified in the Literature Review section. 

3.3. RATIONALE
In 1 paragraph, explain the rationale for exploring your specific research question. Use this section to explain how exploring your research question will fill the identified gaps, add knowledge to the field, and what the potential impacts of this study will be. The rationale should clearly flow from the introduction and literature review. 

4.0 [bookmark: _Toc488064363][bookmark: _Toc488067490]OBJECTIVES AND HYPOTHESES
4.1. [bookmark: _Toc488064364][bookmark: _Toc488067491]PRIMARY OBJECTIVE AND HYPOTHESIS
State the primary objective and the primary hypothesis of your study. The primary objective should focus on the research question stated in section 3.2. 

4.2. [bookmark: _Toc488064365][bookmark: _Toc488067492]SECONDARY OBJECTIVES AND HYPOTHESES
State the secondary objectives and hypotheses (if applicable). The secondary objectives can be dependent or independent of the primary objectives. 

5.0 [bookmark: _Toc488064366][bookmark: _Toc488067493]STUDY DESIGN
Describe the overall study design and rationale for the selected design. Include whether the study is interventional or observational and specify the design type (e.g., randomized controlled trial, single-arm trial, cohort study, case-control study, cross-sectional study, qualitative study, mixed-methods study, etc.). Describe the sequence of study activities, study arms/groups (if applicable), allocation methods, blinding/masking procedures, control/comparison groups, and the duration of participant involvement. Include a brief explanation of how the design will address the study objectives and hypotheses. If applicable, provide a schematic or flow diagram illustrating participant progression through the study.  

For interventional studies: Describe the number of study arms, intervention assignment procedures, randomization methods, stratification factors, crossover procedures, and any masking/blinding procedures. 

For observational studies: Describe the observational design, timing of data collection, comparison groups, whether the study is prospective, retrospective, or both.

Consider consulting a biostatistician for help. 

6.0 POPULATION AND SAMPLE
6.1. [bookmark: _Toc488064367][bookmark: _Toc488067494]SAMPLE SIZE
State the number of participants to be enrolled in your study. Include the total across all sites and how many at each site in the study.

Clearly explain the method used for sample size calculation. Sample size should be based on the primary outcome variable. If a sample size estimation is not used, please provide the rationale.

6.2. [bookmark: _Toc488064368][bookmark: _Toc488067495]INCLUSION CRITERIA
Create a numbered list of inclusion criteria that participants must meet to be eligible for enrollment. Provide a justification for each criterion. 

6.3. [bookmark: _Toc488064369][bookmark: _Toc488067496]EXCLUSION CRITERIA
Create a numbered list of exclusion criteria for participants to be eligible for enrollment.  Provide justification for each criterion.  For studies involving drugs or devices, the exclusion criteria should list all prohibited medication or treatments.

6.4. RANDOMIZATION
If applicable, explain how the participants will be assigned to various arms/cohorts in the study.

7.0 [bookmark: _Toc488064370][bookmark: _Toc488067497]RECRUITMENT AND CONSENT
7.1. [bookmark: _Toc488064371][bookmark: _Toc488067498]RECRUITMENT STRATEGY AND MATERIALS
Explain the recruitment strategy that will be used during recruitment. List all recruitment materials on the attachment list at the end of the protocol (16.0) and attach all relevant documents.

7.2. [bookmark: _Toc488064372][bookmark: _Toc488067499]CONSENT METHOD
Describe the procedure that will be followed to obtain informed consent (and assent of minor if applicable) from participants. Clearly explain when and where the participants will be consented and who will obtain the consent/assent. 

If you are requesting a waiver of consent and/or assent of minor or waiver of written documentation of consent and/or assent, this should be stated here. Clearly explain the rationale for the waiver. 

7.3. [bookmark: _Toc488064373][bookmark: _Toc488067500]HIPAA AUTHORIZATION
If private health information (PHI) will be collected at any point in the study, explain the process of obtaining authorization from participants. 

If you are requesting a waiver of Health Information Portability and Accountability Act (HIPAA) Authorization for any part of the study, this should be stated here. Clearly explain the rationale for the waiver. 

7.4. [bookmark: _Toc488064374][bookmark: _Toc488067501]WITHDRAWAL
Explain the process of withdrawing participants from the study. Describe specific circumstances under which a participant may be withdrawn from the study prior to the expected completion of the research activities involving the participant.

8.0 [bookmark: _Toc488064375][bookmark: _Toc488067502]PROCEDURES
8.1. [bookmark: _Toc488064376][bookmark: _Toc488067503]STUDY DURATION AND TIMELINE
State the estimated duration and describe the timeline of the study. Include every key step that participants will go through from the moment of recruitment until the end of the study. 

8.2. [bookmark: _Toc488064377][bookmark: _Toc488067504]ASSESSMENTS/TASKS
(a) List all assessments and/or tasks that participants will be asked to complete and at which time points (if applicable). Include visit windows (+/- x days for example) and a time and events table if possible. 
(b) Describe in lay terms each assessment and/or task.  Do NOT simply state the name of the measure. 
(c) Provide reliability and validity information, if available, or explain your proposed assessment of reliability and validity. 
(d) Provide each assessment with a clear rationale for being included in the study. 
(e) Attach all assessment materials (Section 16.0).

8.3. [bookmark: _Toc488064378][bookmark: _Toc488067505]TREATMENTS/INTERVENTIONS
If applicable, describe all treatments and/or interventions that are part of the study in lay terms. Label all treatments and interventions as either “research” or “clinical care.”  “Clinical care” applies only to standard treatments or interventions that would be provided in the absence of the research study and would not be changed as a result of the study.

8.4. [bookmark: _Toc488064379][bookmark: _Toc488067506]DRUGS/DEVICES
If applicable, describe all drugs and/or devices that will be used in the study in lay terms. For drugs, clearly explain dosage and mode of administration. For devices, clearly explain the procedure that will be followed when using the device. Provide any pertinent FDA information including but not limited to whether the drug/device is FDA approved or not, and if yes, whether it is being used for the approved indication/usage. Attach any brochures or labels.

9.0 [bookmark: _Toc488064380][bookmark: _Toc488067507]STATISTICAL METHODS
9.1. [bookmark: _Toc488064381][bookmark: _Toc488067508]PRIMARY AND SECONDARY OUTCOME MEASURES
Provide a list of all variables to be studied and provide a detailed description of each variable. 

Example text: Waist circumference (in inches) – an anthropomorphic measure of deep adipose tissue which has been associated with stroke risk. 

9.2. [bookmark: _Toc488064382][bookmark: _Toc488067509]STATISTICAL ANALYSIS PLAN
Summarize the overall statistical approach to data analysis for all objectives in the study. Explain the key elements of the analysis plan but do not provide a detailed description of all statistical tests that will be performed. If applicable, attach a separate document detailing the full statistical plan that can undergo revisions outside of the study protocol. If the key elements of the analysis plan do not change, the separate, detailed analysis plan will not require an amendment to the IRB application with every revision.

Example text: Descriptive statistics (frequency, means, and standard deviations) will be calculated for all demographic and baseline levels of all clinical outcome variables or endpoints. Logistic regression analysis will be used to identify variables that best predict clinical outcomes.
 
10.0 [bookmark: _Toc488064384][bookmark: _Toc488067511]STUDY ADMINISTRATION
10.1. [bookmark: _Toc488064385][bookmark: _Toc488067512]CONFIDENTIALITY AND PRIVACY
Identify any confidentiality and privacy concerns and provide a detailed description of how they will be addressed. Explain how the data will be protected from disclosure. If identifiable information will be stored, state for how long, how it will be secured, and when it will be deleted. 

Sample text: The IRB will be requested to grant approval of an authorization to collect the Protected Health Information with consent from participants for research purposes. Participants may voluntarily withdraw from the program or revoke their authorization to share information related to the research. The key linking data to PHIs will be destroyed at the completion of the study. 

10.2. [bookmark: _Toc488064386][bookmark: _Toc488067513]QUALITY CONTROL AND QUALITY ASSURANCE
Describe the procedures that will be implemented to ensure compliance with the approved protocol, applicable regulations, institutional policies, and study-specific requirements. Explain how the quality, accuracy, completeness, and integrity of study data will be maintained throughout the research.

Include a description of:

(a) The processes used to monitor study conduct and adherence to the protocol.
(b) Methods for reviewing data collection, data entry, source documentation, and record retention to ensure data quality and accuracy.
(c) Any quality assurance or quality control activities that will be performed, including routine reviews, audits, verification procedures, or corrective and preventive actions (CAPA), if applicable.
(d) Who will be responsible for monitoring the study (e.g., Principal Investigator, study coordinator, internal NSU personnel, sponsor representative, Contract Research Organization [CRO], independent monitor, or other third-party reviewer).
(e) Whether monitoring will be conducted internally or by an external independent party.
(f) The frequency and scope of monitoring activities (e.g., ongoing, monthly, quarterly, annually, after enrollment milestones, or at study closeout).
(g) Procedures for documenting monitoring findings, protocol deviations, noncompliance, and corrective actions.
(h) How identified issues will be communicated to the research team and resolved.

If the Principal Investigator will serve as the primary monitor, describe the oversight activities that will be conducted and how independence and objectivity in monitoring study conduct and data quality will be maintained, when appropriate.

Note: For minimal-risk investigator-initiated studies, monitoring may consist of periodic PI review of consent documentation, eligibility determinations, study records, adverse events (if applicable), and collected data to ensure accuracy, completeness, and compliance with the approved protocol.

Sample text: Quality control procedures for this research study include random selection of data points with comparison between the paper case report form (CRF) and the electronic database record of those same data. We will statistically examine the data with frequency distributions of outcome variables to identify outliers or questionable data points that may represent data errors. 

The NSU Human Research Protection Program (HRPP) will also periodically monitor the following areas for sponsor-investigator clinical trials that do not have an external monitor: informed consent, regulatory binder/essential documents, IRB documentation, data integrity and management, safety reporting, investigational product accountability, Clinical Trial Management System (CTMS), clinicaltrials.gov compliance, participant study binders, source document verification. This will be done to ensure compliance with the protocol, data quality and integrity and regulatory requirements.

10.3. [bookmark: _Toc488064387][bookmark: _Toc488067514]RECORDS RETENTION
State the length of time records will be retained after the completion of the study. Ensure that the data will be retained in accordance with federal regulations and institutional policies (the longer of 3 years from study closure OR 2 years from submission of data to FDA). Describe when and how the data will be destroyed. 

11.0 [bookmark: _Toc488064388][bookmark: _Toc488067515]ETHICAL CONSIDERATIONS
11.1. [bookmark: _Toc488064389][bookmark: _Toc488067516]POTENTIAL RISKS TO PARTICIPANTS
Describe in detail all anticipated medical and non-medical risks to participants. If the study involves drugs and/or devices, clearly explain all known side effects. 

NOTE: All studies involve risks to participants. Do not put “there are no risks to participants” in this section. If there are no medical risks to participants, you must still include the non-medical minimal risk of potential breach of confidentiality.

11.2. [bookmark: _Toc488064390][bookmark: _Toc488067517]SAFEGUARDS TO MINIMIZE RISKS
For each risk identified in section 11.1, explain the safeguards that will be in place to minimize the risks. Be specific and detailed. 

11.3. [bookmark: _Toc488064391][bookmark: _Toc488067518]POTENTIAL BENEFITS TO PARTICIPANTS
Provide a detailed explanation of any anticipated direct (therapeutic or diagnostic only) benefits of this study to participants.

11.4. [bookmark: _Toc488064392][bookmark: _Toc488067519]POTENTIAL BENEFITS TO SOCIETY
Provide a detailed explanation of any anticipated benefits of this study to society. 

11.5. [bookmark: _Toc488064393][bookmark: _Toc488067520]PARTICIPANT COMPENSATION/REIMBURSEMENT
If applicable, describe any compensation (gifts or payments) and any reimbursement (repayment of actual costs, like parking) to participants for participation in the study. Explain when and how the payment will be provided and whether there will be partial compensation. 

11.6. [bookmark: _Toc488064394][bookmark: _Toc488067521]RISK/BENEFIT ASSESSMENT
Provide a detailed risk/benefit analysis of the study. Consider the risks, safeguards and benefits to participants and society. Explain why the anticipated risks in the study are reasonable in comparison to anticipated benefits. If compensation for participation will be provided to participants, explain why the compensation amount is adequate but not coercive. 

12.0 [bookmark: _Toc488064396][bookmark: _Toc488067522]PUBLICATION PLAN
Describe the plan for dissemination of the results of the study.

13.0 [bookmark: _Toc488064397][bookmark: _Toc488067523]CONFLICTS OF INTEREST
Explain any Conflict of Interest (COI) for the Principal Investigator and any Co/Sub-Investigators. Do not assume that there are no COIs. This information must be verified with the Investigator, and an up-to-date Conflict of Interest disclosure form must be on file with NSU. 

Any investigator who has a COI with this study must have the Conflict of Interest reviewed by a properly constituted Conflict of Interest Committee with a Committee-sanctioned conflict management plan that has been reviewed and approved by the study sponsor prior to start of the study. COIs should be completed at initial study submission, annually during COI reporting cycles or whenever a new financial interest or outside relationship arises that could create a conflict.

If the study falls under an FDA IND/IDE, then a Financial Disclosure Form (FDF) will also need to be completed to document that investigator’s financial interests related to the sponsor or investigational product. If an FDF has not been provided by the sponsor of the study, or if the PI is the sponsor-investigator, then an FDA Form 3454 or 3455 should be completed for each listed investigator. This should be completed before participation in the trial/at study initiation/IRB submission, when financial interests change during the study, and at closeout if sponsor requirements apply. 

14.0 [bookmark: _Toc488064398][bookmark: _Toc488067524]FUNDING SOURCE
State the funding source for the study, but do not include a specific dollar amount. 

Sample text: This study is funded through a grant from the US National Institute of Health.

15.0 [bookmark: _Toc488064399][bookmark: _Toc488067525]REFERENCES
Provide accurate reference for any information cited in the protocol.

16.0 [bookmark: _Toc488064400][bookmark: _Toc488067526]ATTACHMENTS
Include a list of all attachments to the protocol. When submitting the protocol to Nova IRB, you will need to upload each attachment that you list here as a separate .pdf,  .doc(x), or .xls document.
