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PREFACE
Instructions and explanatory text are indicated by italics, please replace in your protocol with appropriate text. Section headings and template text formatted in regular type should be included in your protocol document as provided in the template.
The goal of this template is to provide a general format applicable to all research projects. 

PROTOCOL CHANGES
As you can see the version number and date are on the bottom of each page. When making changes to an approved and “final” protocol, please provide a summary of the changes with the date and IRB approval(s).

Version Number:
Version Date:
IRB Approval:
Summary of Revisions Made: 

STUDY TEAM ROSTER
(Include team role, university affiliation, degrees / certification, address, telephone, PHRP certification date, and e-mail address of each individual listed. Roles include: Team Lead, Mentor / Facilitator, Lead Writer, Task Manager, Data Manager)
	Name, 
Degrees / Certification
	Team Role
	University Affiliation
Address
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SUPPORTED BY: 
(Include application or grant number(s) when available) 

[bookmark: _Toc323806628]PARTICIPATING STUDY SITES:
List the name and address of each study site, including investigator (contact), telephone and e-mail address. 
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[bookmark: _Toc182636485][bookmark: _Toc182643328][bookmark: _Toc182646402][bookmark: _Toc182646876][bookmark: _Toc323806630]1. STUDY OBJECTIVES
[bookmark: _Toc182636486][bookmark: _Toc182643329][bookmark: _Toc182645053][bookmark: _Toc182646403][bookmark: _Toc182646877][bookmark: _Toc182648178][bookmark: _Toc182649366][bookmark: _Toc182630309][bookmark: _Toc182630583][bookmark: _Toc182636487][bookmark: _Toc182643330][bookmark: _Toc182646404][bookmark: _Toc182646878][bookmark: _Toc323806631]1.1	Primary Objective
The primary objective should always address a specific hypothesis. State the hypothesis in quantifiable terms. 
[bookmark: _Toc182630310][bookmark: _Toc182630584][bookmark: _Toc182636488][bookmark: _Toc182643331][bookmark: _Toc182646405][bookmark: _Toc182646879][bookmark: _Toc323806632]1.2	Secondary Objectives
Secondary objectives may or may not be hypothesis-driven, may include secondary
outcomes, and may include more general non-experimental objectives (e.g., to develop a registry, to collect natural history data). State the hypothesis when applicable.
[bookmark: _Toc182630311][bookmark: _Toc182630585][bookmark: _Toc182636489][bookmark: _Toc182643332][bookmark: _Toc182646406][bookmark: _Toc182646880][bookmark: _Toc323806633][bookmark: _GoBack]2. BACKGROUND, STUDY DESIGN, AND SIGNIFICANCE
[bookmark: _Toc182636491][bookmark: _Toc182643334][bookmark: _Toc182646408][bookmark: _Toc182646882][bookmark: _Toc323806634]2.1	Background / Introduction
Describe what is known about the condition and/or intervention currently in the literature. Describe the gaps that are currently in literature and the impact this has on society/individuals. Describe how this study will answer the intended research question. Include a thorough explanation of the need, relevance and priority for the study. (NOTE: priority – why this study is important to do – versus all the other studies that need to be done.)
[bookmark: _Toc182636492][bookmark: _Toc182643335][bookmark: _Toc182645059][bookmark: _Toc182646409][bookmark: _Toc182646883][bookmark: _Toc182648184][bookmark: _Toc182649372][bookmark: _Toc182636493][bookmark: _Toc182643336][bookmark: _Toc182646410][bookmark: _Toc182646884][bookmark: _Toc323806635]2.2	Study Design
Briefly describe the reasons for the choice of the study design (e.g., parallel groups, crossover, immediate versus deferred intervention, factorial, large simple trial, equivalency or non-inferiority trial). If applicable, describe why certain design features were chosen (e.g., for a crossover trial, how the length of the washout period was chosen). Indicate, in general terms, how the design will answer the question posed by the study. Highly suggest including a study flow diagram, which can include added visual explanation for design complexities. 
2.3	Study Rationale / Significance
Briefly describe the scientific / healthcare / educational data that justifies the study, its design, and the intervention groups (if applicable). Include any data from animal and human studies relevant to mechanism of action, effect size, and possible effects of the intervention on selected outcomes. Name the intervention(s) and justify why the intervention(s) (if applicable) have been chosen. Summarize the known and potential risks of the interventions (if applicable).
3. SELECTION OF PARTICIPANTS 
Key components of the success of a research study are the selection and enrollment of participants who are reasonably representative of the populations or characteristics under investigation to allow for sufficient generalizability. This section should define and describe the study population.
If possible, include a table that describes the criterion, where the criteria will be acquired, by whom, and a rationale for this criterion.
[image: ]
[bookmark: _Toc182630317][bookmark: _Toc182630591][bookmark: _Toc182636497][bookmark: _Toc182643340][bookmark: _Toc182646414][bookmark: _Toc182646888][bookmark: _Toc323806638]3.1	Inclusion Criteria
Provide a statement that participants must meet all of the inclusion criteria to participate in this study. List all criteria as necessary to clearly define your study population. Examples/Suggestions:
Demographic characteristics (e.g., gender, age) and the health state, presence or absence of a medical condition/disease.
Required laboratory results, diagnostic methods, criteria for classification of current status, as measured within XX days prior to randomization (if applicable). List specific tests and documentation methods.  
Prior therapy, if any. Consider listing specific prior treatments. Consider listing the allowable duration of prior therapy for the specific population to be studied (e.g., treatment-naïve, treatment-experienced or prior-treatment-failed “salvage” participants).
Suggest: Ability to understand study procedures and to comply with them for the entire length of the study.
If men and women of reproductive capability will be enrolled, indicate whether contraception is necessary and required. If yes, include details of allowable contraception methods for trial. 
[bookmark: _Toc182630318][bookmark: _Toc182630592][bookmark: _Toc182636498][bookmark: _Toc182643341][bookmark: _Toc182646415][bookmark: _Toc182646889][bookmark: _Toc323806639]3.2	Exclusion Criteria
Provide a statement that all candidates meeting any of the exclusion criteria at baseline will be excluded from study participation. List as many criteria as necessary to clearly define your study population. Examples/Suggestions:
Specify health status or any clinical conditions (e.g., life expectancy, co-existing disease, cancer) or other characteristics that precludes appropriate diagnosis, treatment or follow-up in the trial.
Clinical/laboratory indicators of current status, obtained within XX days prior to randomization. List the specific tests to be performed and the narrowest acceptable range of laboratory values for exclusion, consistent with disease and/or safety. 
Specify any exclusion related to pregnancy, lactation, or plans to become pregnant. Specify methods for assessing current status and willingness to use contraception, if applicable.
Use of [excluded drugs, behavioral interventions, devices, etc.] within XX days prior to study entry. Treatment with another investigational drug or intervention (with time frame).
Current drug or alcohol use or dependence that, in the opinion of the site investigator, would interfere with adherence to study requirements. 
Inability or unwillingness of individual or legal guardian/representative to give written informed consent. 
[bookmark: _Toc182630319][bookmark: _Toc182630593][bookmark: _Toc182636499][bookmark: _Toc182643342][bookmark: _Toc182646416][bookmark: _Toc182646890][bookmark: _Toc323806640]4. ENROLLMENT PROCEDURES
4.1	Recruitment
		Describe:
In details, the method for recruiting candidates for the trial. Recruitment is the most common reason that studies are not successful. Include details of prior networking / leg work that suggest this recruitment plan will be successful. If possible, include contingency plans (e.g., changing eligibility criterion or other places to network/recruit). 
The method for assessing eligibility for the trial and procedures for documentation of reasons for ineligibility and for non-participation of eligible candidates (e.g., Screening Log). This should correspond with the Table of eligibility criterion in Section 4.
Suggest including recruitment flyers / informational items for participants as appendices in the protocol.
4.2	Consenting Process
This section describes the procedures for obtaining and documenting informed consent of study participants. 
· In details describe the consent procedures, including location and personnel involved.
· If applicable, describe provisions for special populations, e.g., non-English speakers, children illiterate or non-writing individuals, vulnerable populations. Example Text:
For participants who cannot consent for themselves, such as those with a legal guardian (e.g., person with power of attorney), this individual must sign the consent form. 
· Describe how a copy will be given to each participant or legal guardian and where this fact will be documented in the participant’s record. 
· Consider including the study’s consent form in the appendix of this document.
[bookmark: _Toc182646431][bookmark: _Toc182646905][bookmark: _Toc323806653]4.3	Enrollment and Randomization
Specify time window for (a) randomization relative to completion of screening and baseline and (b) initiation of study intervention relative to randomization.
Describe the treatment assignment procedures: how randomization code were developed, plans for the maintenance of trial randomization codes and maintaining appropriate masking for the study should be discussed, including the timing and procedures for planned and unplanned breaking of randomization codes should be included.  
If the randomization will be stratified, identify what factors (if any) will be used and justification.
[bookmark: _Toc182643353][bookmark: _Toc182646427][bookmark: _Toc182646901][bookmark: _Toc323806649]5. STUDY PROCEDURES 
This section should include a table with a schedule of evaluations that includes all study evaluations, such as eligibility criteria, baseline evaluations, and outcome measures. Use an ‘X’ in a cell to indicate that a evaluation is to be performed at a particular study visit. The evaluations listed and their order in the table are only examples. The evaluations should reflect the protocol and should be arranged for clearest presentation. Additional columns may be needed to specify evaluations at intervention failure, at early discontinuation of study interventions, or at other special time points that require a different set of evaluations. Suggest including data collection forms in the appendix of this document.
[bookmark: _Toc323806654][bookmark: _Toc182646432][bookmark: _Toc182646906][bookmark: _Toc323806655]5.1	Study Visits
Indicate treatment and assessments for each visit (this can be done in bulleted format). Include allowable time window in which evaluations may take place, e.g., study visits must be performed on the weeks indicated in the Schedule of Evaluations ± X days. The evaluation time window should be as narrow as technically feasible.
For example:  
· Visit 3 (+ 7-10 days past Visit 2):
· Vital Signs 
· Treatment Administration Form
· Concomitant Medications
· Adverse Events
· Visit 6 (+/- 7-10 days past Visit 5):
· General Physical Examination 
· Vital Signs 
· Treatment Administration Form
· Concomitant Medication
· Adverse Events
[bookmark: _Toc182646433][bookmark: _Toc182646907][bookmark: _Toc323806656]5.2	Completion / Final Evaluation (and Follow-up Visits, if applicable)
List each assessment to be performed at the participant’s final visit and/or follow-up visits, as well as any other additional procedures to be done, such as an exit interview or debrief interview. Consider specify evaluations needed for participants who discontinue study intervention early, specify potential reasons for early termination, and specify any requirements (e.g., related to monitoring) for follow-up on participants once they have stopped using the study intervention. 
5.3	Blinding
For blinded studies, describe blinding and unblinding justifications of all key roles (participant, provider, investigators, outcome assessor, biostatistician). Address the following points:
· Procedure for retaining the blinded intervention (including specific procedures for protecting the personal who is blinded should data collected in the study offer evidence of a participant’s assignment to a particular study arm) 
· Individual authorized to break the blind and/or the circumstance/procedures for the blinding to be broken.
5.4 	Description of Outcomes 
For each outcome measure for this study, include what is known about the property measurements and clinically meaningful differences. Describe whether the documentation of an outcome will be reviewed and adjudicated by a committee (and when) and who may be masked to the participant’s intervention group assignment during the outcome assessment.
5.5	Quality Assurance 
[bookmark: _Toc182646455][bookmark: _Toc182646930][bookmark: _Toc323806679]5.4.1	Training
When applicable, describe types and mechanisms of training of staff for the study. Example:
All team members will have a Protecting Human Research Participant (PHRP) certification. Full team trainings on study protocol will occur one month prior to the start of study enrollment. In-person team meetings will occur bi-weekly with review of study protocols.
[bookmark: _Toc182646456][bookmark: _Toc182646931][bookmark: _Toc182648232][bookmark: _Toc182649420][bookmark: _Toc182646459][bookmark: _Toc182646934][bookmark: _Toc323806682]5.4.2	Unexpected Study Events
Describe how unexpected study events (i.e., protocol deviations) will be captured, documented, and reviewed. Examples: 
Unexpected study events will be classified into three categories: Protocol deviations, protocol violations, and unanticipated events. A protocol deviation will be defined as any variance in the approved study protocol, criteria or procedure that does not affect the participant’s safety, rights, welfare or the integrity of the study and its resultant data. Protocol violations are deviations that increase the risk or decrease the benefit and/or affect the participant’s rights, safety, welfare and/or integrity of the resultant data. Events that do not meet the above definitions but may affect the rights, safety, welfare and/or integrity of the resultant data will be classified as unanticipated events, as previously defined.  
All study events will be reviewed by the project investigators. Details of these events will be recorded to ensure proper reporting in accordance with all regulatory bodies. IRB submission of study events will be dictated by the reporting requirements for the study IRB.

[bookmark: _Toc182643354][bookmark: _Toc182646428][bookmark: _Toc182646902][bookmark: _Toc323806650]Example of a table with a schedule of evaluations
	[bookmark: RANGE!A1:J18]Assessment
	Screening Visit
	Baseline, Enrollment, Randomization, Treatment Visit 1 (Day 0)
	Treatment Visit 2 (W2)
	Treatment Visit 3 (W5)
	Treatment Visit 4 (W8)
	Follow-up: Final Visit
(W10)

	Informed Consent Form  
	X
	
	
	
	
	

	Demographics
	X
	
	
	
	
	X

	DXA
	X
	
	
	
	
	X

	Medical History 
	X
	
	
	
	
	

	General Physical Examination
	X
	X
	X
	
	X
	X

	Current Medications
	X
	X
	 
	
	
	

	Blood Chemistries
	X
	X
	X
	X
	
	X

	Hematology
	X
	X
	X
	X
	
	X

	Urine Analysis
	X
	X
	X
	X
	
	X

	Vital Signs
	X
	X
	X
	X
	X
	X

	Inclusion/Exclusion Criteria 
	
	X
	
	
	
	

	Enrollment/Randomization
	
	X
	
	
	
	

	Treatment Administration Form 
	
	
	X
	X
	X
	

	Concomitant Medications
	
	X
	X
	X
	X
	X

	Adverse Events 
	
	X
	X
	X
	X
	X


[bookmark: _Toc182630320][bookmark: _Toc182630594][bookmark: _Toc182636500][bookmark: _Toc182643343][bookmark: _Toc182646417][bookmark: _Toc182646891][bookmark: _Toc323806641][bookmark: _Toc182646434][bookmark: _Toc182646908][bookmark: _Toc323806657][bookmark: _Toc42588991][bookmark: _Toc53202844][bookmark: _Toc67800586]6. STUDY INTERVENTIONS 
[bookmark: _Toc182630321][bookmark: _Toc182630595][bookmark: _Toc182636501][bookmark: _Toc182643344][bookmark: _Toc182645068][bookmark: _Toc182646418][bookmark: _Toc182646892][bookmark: _Toc182648193][bookmark: _Toc182649381][bookmark: _Toc182630322][bookmark: _Toc182630596][bookmark: _Toc182636502][bookmark: _Toc182643345][bookmark: _Toc182646419][bookmark: _Toc182646893][bookmark: _Toc323806642]6.1	Interventions
Describe how each study intervention / comparison group(s) will be administered and the schedule of delivery. This should be written explicitly, ensure that the interventions are reproduceable by anyone who reads the guidelines. Indicate where the intervention will be administered (e.g., outpatient, exercise laboratory, intensive care unit) and planned treatment modifications (e.g. dose escalation), if relevant. State guidelines for use of appropriate supportive care or treatments. Include instructions for modifications to the study interventions, if appropriate and clearly explain modification of dose due to adverse event or any other reason. 
[bookmark: _Toc182643352][bookmark: _Toc182646426][bookmark: _Toc182646900][bookmark: _Toc323806648]6.2	Adherence Assessment 
Adherence to a study regimen is generally defined as the extent to which participants comply with study requirements as described in this study protocol. Define adherence (e.g., at least 80% of treatment intervention pills taken, 85% of exercise sessions attended). Provide details as to how adherence to study intervention will be assessed (e.g., pill counts, electronic monitoring devices, attendance at counseling sessions) and in the section on Data Analyses (Section 9.1), describe how this information will be incorporated into the analysis of the study results.
[bookmark: _Toc182646442][bookmark: _Toc182646916][bookmark: _Toc323806665]7. STATISTICAL CONSIDERATIONS 
[bookmark: _Toc182646450][bookmark: _Toc182646924][bookmark: _Toc323806674][bookmark: _Toc182646444][bookmark: _Toc182646918][bookmark: _Toc323806667]7.1	Data Analyses 
Describe the descriptive and inferential statistical methods that will be used to analyze the outcomes and other study data, include whether an ITT (Intent to treat) and per protocol analysis is intended. Specify any confounding variables for which it is anticipated adjustment will be made. Suggested including data analysis draft tables of results in the appendix of this document.
7.2	Sample Size 
Describe sample size calculation and effect size with respect to power (if applicable). Specify the test statistic; Type I and Type II error rates; assumed event rate event rate for dichotomous outcome (mean and / or variance for continuous outcome) for each study arm (include reference from which this information were retrieved); assumed rates of drop-out, withdrawal, cross-over to other study arms, and missing data, etc..
8. SAFETY ASSESSMENTS 
Participant safety should be monitored once an individual is enrolled in the study. To assure comprehensive review of potential safety events, include an alphabetical list of expected adverse experiences for each study intervention, criteria for management and modification of the study intervention regimen or participant assessments if an adverse event occurs.
[bookmark: _Toc42588992][bookmark: _Toc53202845][bookmark: _Toc67800587][bookmark: _Toc182646435][bookmark: _Toc182646909][bookmark: _Toc323806658][bookmark: _Toc42588993][bookmark: _Toc53202846][bookmark: _Toc67800588][bookmark: _Toc182630325][bookmark: _Toc182630599][bookmark: _Toc182636505][bookmark: _Toc182643356][bookmark: _Toc182646436][bookmark: _Toc182646910][bookmark: _Toc323806659]8.1	Methods and Timing for Assessing, Recording, and Analyzing Safety Parameters
[bookmark: _Toc53202847][bookmark: _Toc67800589]This section should be based on the risk profile of the study intervention. Include a review of relevant literature, which should be referenced. 
[bookmark: _Toc182630326][bookmark: _Toc182630600][bookmark: _Toc182636506][bookmark: _Toc182643357][bookmark: _Toc182646437][bookmark: _Toc182646911][bookmark: _Toc323806660]8.2	Adverse Events and Serious Adverse Events 
Provide definitions for adverse events (AEs) and serious adverse events (SAEs).  
An adverse event (AE) is generally defined as any unfavorable and unintended diagnosis, symptom, sign (including an abnormal laboratory finding), syndrome or disease which either occurs during the study, having been absent at baseline, or if present at baseline, appears to worsen. Adverse events are to be recording regardless of their relationship to the study intervention.  
A serious adverse event (SAE) is generally defined as any untoward medical occurrence that results in death, is life threatening, requires inpatient hospitalization or prolongation of existing hospitalization, results in persistent or significant disability/incapacity, or is a congenital anomaly.
Describe:
any laboratory values that will be collected to assess safety. Abnormal laboratory values should be defined (e.g., two times the normal limit or outside the reference range for a laboratory). 
which AEs will be collected as solicited events. 
how unsolicited events will be captured. 
time frames for reporting and collecting AEs and SAEs.
In addition, protocols may specify other events that require reporting in an expedited time frame (e.g., abnormal laboratory values). Include time period of collection.
[bookmark: _Toc53202850][bookmark: _Toc67800590][bookmark: _Toc182630327][bookmark: _Toc182630601][bookmark: _Toc182636507][bookmark: _Toc182643358][bookmark: _Toc323806661][bookmark: _Toc182646438][bookmark: _Toc182646912]8.3	Reporting Procedures
All clinical trials must have a safety reporting system in place. Include details of the reporting procedures and time lines, including the individual responsible for each step (e.g., the Investigator, the Medical Monitor, etc.), how decisions will be made regarding determining relatedness and severity, which forms should be completed, (specific information on where to send this form is included), how reports will be distributed and what follow-up is required. Example:
All SAEs and Unexpected Events will be reported to Parker’s IRB within 5 business days of becoming aware of the event. Events not meeting these criteria for immediate reporting will be submitted to the IRB in summary format during the annual continuing review. The study’s project manager will follow-up with the participant until the event is completely resolved or determined unnecessary to follow-up by the IRB.
[bookmark: _Toc182649414][bookmark: _Toc182646926][bookmark: _Toc182646461][bookmark: _Toc182646936][bookmark: _Toc323806684]9. PARTICIPANT RIGHTS AND CONFIDENTIALITY 
[bookmark: _Toc182646462][bookmark: _Toc182646937][bookmark: _Toc323806685]9.1	Institutional Review Board (IRB) Review 
Example: This protocol and the informed consent document (Appendix XX) and any subsequent modifications will be reviewed and approved by the IRB or ethics committee responsible for oversight of the study. 
[bookmark: _Toc182646464][bookmark: _Toc182646939][bookmark: _Toc323806687]9.2	Participant Confidentiality 
Include procedures for maintaining participant’s confidentiality according to the Health Insurance Portability and Accountability Act (HIPAA), any special data security requirements, and record retention per the sponsor’s requirements. Example:
To maintain participants’ confidentiality, all data collected will be stored at Parker on a secured encrypted server to which only specified personnel will have access. Any reports needed to facilitate efficient project management will be built in the REDCap report modules. The Windows Server environment is password protected with Microsoft Windows Active Directory and meets HIPAA standards. The PI will generate, transfer and store datasets on secured servers as requested by the team. Copies of final datasets, tables, programs, and documentation will be securely stored on site.
A unique system study ID will be assigned during initial consent on REDCap. The study ID is not linked or derived from any participant related information. Identifiable data will be used for contact purposes only during the study participation phases. After the participant has completed the study all individually-identifiable information will be removed from study related data sources. Only the study ID will remain as an identifier for data management and analysis purposes. Information will not be released without written permission of the participant, except as necessary for monitoring by IRB. All study staff will be trained in confidentiality procedures.
[bookmark: _Toc182646468][bookmark: _Toc182646943][bookmark: _Toc323806691]10. REFERENCES 
Provide the citations for all publications and presentations referenced in the text of the protocol. 
[bookmark: _Toc182646469][bookmark: _Toc182646944][bookmark: _Toc323806692]11. SUPPLEMENTS/APPENDICES
Examples:
Informed Consent Document
Data Collection Forms/Instruments
Draft of Intended Results Table
Letters of Support
Recruitment Flyers / Informational Sheets
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