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[bookmark: _Toc127891591][bookmark: _Toc198542444][bookmark: _Toc95844939]STUDY SCHEMA
If applicable, provide a diagram illustrating the study design.




[bookmark: _SCHEDULE_OF_EVENTS][bookmark: _Toc198542445]SCHEDULE OF EVENTS
An example schedule of events table is provided below. Ensure that all procedures and assessment measurements the research team expects to perform are captured in this table. Modify the visit and data collection time points according to the study design. When needed, footnotes should be added to clarify how or when a specific procedure(s) is to be conducted.
The SRC or DSMC may request that adverse events (AEs) be collected based on the risk the intervention poses to study participants. If adverse events are to be captured as part of the study, the collection schedule should be described in the Schedule of Events table (see “Adverse Event Collection” row below). Consult the MCWCC Data and Safety Monitoring Plan for additional information, which can be found at the following website: https://cancer.mcw.edu/researchers-and-clinicians/clinical-research/clinical-trial-resources. 
	Procedures and Assessments
	Screening/
Baseline
	Intervention
	Safety Visit
	Follow-Up

	
	Days
-28 to -1
	Visit 1
	Visit 2
	Visit 3
	Visit 4
	30 days after end of intervention
	Every 3 months up to 1 year

	Visit Window (days)
	
	±3 d
	±3 d
	±3 d
	±3 d
	±7 d
	±30 days

	Informed Consent
	X
	
	
	
	
	
	

	Eligibility Screening
	X
	
	
	
	
	
	

	Patient Registration
	X
	
	
	
	
	
	

	Intervention Name
	
	X
	X
	X
	X
	
	

	Vital Signs
	X
	X
	X
	X
	X
	
	X

	Research Procedure
	
	
	
	
	
	
	

	Research Procedure
	
	
	
	
	
	
	

	Research Procedures 
	
	
	
	
	
	
	

	Research Questionnaire (Specify Questionnaire)
	
	X
	X
	X
	X
	
	

	Survival Outcomes
	
	
	
	
	
	X
	X

	Adverse Event Collection
	X
(SAEs Only)
	X
	X
	X
	X
	X
	


Footnotes


[bookmark: _Toc127891592][bookmark: _Toc198542446]LIST OF ABBREVIATIONS	Comment by Author: Commonly used abbreviations should be added to this list in alphabetical order.
	CFR
	Code of Federal Regulations

	Co-I
	Co-investigator

	CTSI
	Clinical and Translational Science Institute

	CW
	Children’s Wisconsin

	GCP
	Good Clinical Practice

	HIPAA
	Health Insurance Portability and Accountability Act

	ICH
	International Council for Harmonisation

	IRB
	Institutional Review Board

	MCW
	Medical College of Wisconsin

	MCWCC
	Medical College of Wisconsin Cancer Center

	PI
	Principal Investigator

	
	

	
	

	
	




[bookmark: _Toc95844940][bookmark: _Toc127891593][bookmark: _Toc198542447]BACKGROUND 
[bookmark: _Toc127891594][bookmark: _Toc198542448]Heading Related to Study Topic
Provide a careful review of published data in the field (with references) that provides the reader 1) an overview of the study population or disease, 2) a description of the study’s clinical relevance, and 3) the significance of the study’s expected findings. This section should highlight the importance of the problem or describe the critical barrier to progress in the field that is being addressed. Explain how the research project will improve scientific knowledge, technical capabilities, and/or clinical practice in one or more broad fields. When necessary or if available, provide preliminary data that justifies the study’s approach or demonstrate its feasibility.
If necessary, organize the background in sub-sections (e.g., Section 1.2.1, Section 1.2.2) that logically presents the background and significance of the study topic.
[bookmark: _Toc127891595][bookmark: _Toc198542449]Rationale
Justify why the study is needed by explaining gaps that the project intends to fill and potential contributions of this research to the scientific field(s) and public health.
[bookmark: _Toc95289022][bookmark: _Toc95299949][bookmark: _Toc95289023][bookmark: _Toc95299838][bookmark: _Toc95299894][bookmark: _Toc95299950][bookmark: _Toc95844941][bookmark: _Toc127891596][bookmark: _Toc198542450]HYPOTHESIS, OBJECTIVES, AND ENDPOINTS
[bookmark: _Toc127891597][bookmark: _Toc198542451]Hypothesis
If applicable, provide the hypothesis (i.e., expectation based on sound evidence) that this study is designed and powered to test.
[bookmark: _Toc127891598][bookmark: _Toc198542452]Primary Objective	Comment by Author: The primary objective statement should encapsulate what scientific question the study is designed to address. The selection of the primary objective should be based on clinical relevance (as demonstrated by the background section above) and statistical reasoning (the sample size, measurements, and tests are appropriate for its evaluation).   
1. List the primary objective here.
2. List other primary objectives here if needed.
[bookmark: _Toc127891599][bookmark: _Toc198542453]Secondary Objectives	Comment by Author: The secondary objective(s) statement(s) should reflect additional research questions of interest that can be pursued in this study, but the study is not necessarily powered to evaluate.
1. List the secondary objective here.
2. List other secondary objectives here if needed.
[bookmark: _Toc127891600][bookmark: _Toc198542454]Primary Endpoints	Comment by Author: Every primary objective should have a corresponding primary endpoint.
1. List the primary endpoint that aligns with the first primary objective
2. List the other primary endpoints that aligns with the other objectives
[bookmark: _Toc127891601][bookmark: _Toc198542455]Secondary Endpoints	Comment by Author: Every secondary objective should have a corresponding secondary endpoint.
3. List the secondary endpoint that aligns with the first primary objective
4. List the other secondary endpoints that aligns with the other objectives
[bookmark: _Toc95289025][bookmark: _Toc95299840][bookmark: _Toc95299896][bookmark: _Toc95299952][bookmark: _Toc95289026][bookmark: _Toc95299841][bookmark: _Toc95299897][bookmark: _Toc95299953][bookmark: _Toc95844942][bookmark: _Toc127891602][bookmark: _Toc198542456]STUDY POPULATION AND ELIGIBILITY
[bookmark: _Toc127891603][bookmark: _Toc198542457]Subject Population
Briefly provide a statement describing the study population.
[bookmark: _Toc127891604][bookmark: _Toc198542458]Eligibility Criteria
The study team will evaluate eligibility according to the following criteria. Subjects must meet all inclusion and none of the exclusion criteria to be registered on to the study. Any questions or concerns regarding eligibility should be directed to the PI, Dr. enter PI name here (enter email address here).
No waivers of protocol eligibility will be granted.
[bookmark: _Toc95299843][bookmark: _Toc95299899][bookmark: _Toc95299955][bookmark: _Toc95299844][bookmark: _Toc95299900][bookmark: _Toc95299956][bookmark: _Toc95844943]Inclusion Criteria
A potential study subject who meets all of the following inclusion criteria is eligible to participate in the study.
1. Inclusion criterion #1.
2. Inclusion criterion #2.
3. Inclusion criterion #3.
4. Inclusion criterion #4 (delete or add more as needed).
5. Ability to understand a written informed consent document, and the willingness to sign it. NOTE: this inclusion criterion is mandatory unless a waiver of the informed consent process and document is being requested.
[bookmark: _Toc95844944]Exclusion Criteria
A potential study subject who meets any of the following exclusion criteria is ineligible to participate in the study.
1. Exclusion criterion #1.
2. Exclusion criterion #2.
3. Exclusion criterion #3.
4. Exclusion criterion #4 (delete or add more as needed).
[bookmark: _Toc95844945][bookmark: _Toc127891605][bookmark: _Toc198542459]ACCRUAL GOAL AND STUDY DURATION
Describes the accrual expectation for the study based on historically sound, recent trends and the estimated time it will take to reach the accrual goal. The accrual goal should be reasonable, feasible to achieve, and account for the possibility of subject/data loss that affects the target sample size needed to measure the primary objective and endpoint. 
The study is estimated to reach completion XX months from the time the study opens to accrual.
[bookmark: _Toc95844946][bookmark: _Toc127891606][bookmark: _Toc198542460]SUBJECT RECRUITMENT AND REGISTRATION
Describe the procedures the study team will use to screen, contact, consent, and enroll individuals in the study. Flyers, informational letters, brochures, etc., should be provided as an appendix to the study protocol in the order of its mention.
[bookmark: _Toc95289032][bookmark: _Toc95299849][bookmark: _Toc95299905][bookmark: _Toc95299961][bookmark: _Toc127891607][bookmark: _Toc198542461]STUDY DESIGN AND PROCEDURES 
[bookmark: _Toc127891608][bookmark: _Toc198542462]Study Design
Concisely and comprehensively describe the study's design and how it will achieve its objectives.
[bookmark: _Toc198542463]Pre-Intervention and Baseline
Describe the procedures participants will be asked to complete or assessments performed on participants after enrollment and before starting the intervention. 
[bookmark: _Toc198542464]Intervention Period
[bookmark: _Toc127891609]Describe the procedures participants will be asked to complete or assessments performed on participants during the intervention period. 
[bookmark: _Toc198542465]End of Intervention
If applicable, describe the procedures participants will be asked to complete or assessments performed on participants at the conclusion of the intervention.
[bookmark: _Toc198542466]Follow-Up
If applicable, describe the procedures participants will be asked to complete or assessments performed on participants post-intervention. 
[bookmark: _Toc198542467]Subject Withdrawal Criteria
[bookmark: _Toc127891612]Subject-initiated Withdrawal
A participant may decide to withdraw from the study at any time.
[bookmark: _Toc127891613]Investigator-initiated Withdrawal
The investigator may withdraw a participant whenever continued participation is no longer in their best interests. Reasons for withdrawing a participant include, but are not limited to, a subject’s request to end participation, a subject’s noncompliance, or simply significant uncertainty on the part of the investigator that continued participation is prudent.
[bookmark: _Toc127891614]Replacement Policy and Data Usage
Subjects who sign the informed consent form and are enrolled, but subsequently withdraw, will or will not [choose one] be replaced. Data collected from subjects that withdraw or discontinue from the study will or will not [choose one] be used. 
[bookmark: _Toc198542468]End of Study Definition
A subject is considered to have completed the study if they have completed all phases of the study, including the last visit or the last scheduled procedure or assessment shown in the Schedule of Events table.
[bookmark: _Toc198542469]INTERVENTION PLAN
Describe the intervention that study participants will be subjected to.
[bookmark: _Toc198542470]ADVERSE EVENTS AND OTHER REPORTABLE INCIDENTS
This study is considered to be of low risk to participants due to its design and the nature of the intervention being tested (i.e., educational and behavioral intervention). Risks include list the risks the proposed study and intervention pose to participants. Protections are in place to minimize these risks. 	Comment by Author: This protocol assumes that the study is of low risk to participants. The paragraph should justify why this risk is of low risk to patients and that adverse and serious adverse events are not expected. If this is not the case, this section may need to be adjusted.
For these reasons, adverse and serious adverse events are not expected, but will be defined, collected, and reported as described in this section if encountered.
[bookmark: _Toc176433110]Definitions
Adverse Event (AE) 
An adverse event (AE) is defined as any untoward or unfavorable medical occurrence in a human subject, including any abnormal sign (for example, abnormal physical exam or laboratory finding), symptom, or disease, temporally associated with the subject’s participation in the research, whether or not considered related to the subject’s participation in the research.
This study will utilize the National Cancer Institute Common Terminology Criteria for Adverse Events version 5.0 (NCI CTCAE v5.0), located on the CTEP website:
https://ctep.cancer.gov/protocolDevelopment/electronic_applications/ctc.htm
AEs may be spontaneously reported by the patient and/or in response to an open question from study personnel or revealed by observation, physical examination, or other diagnostic procedures.
Serious Adverse Event (SAE)
A serious adverse event (SAE) is defined as any untoward medical occurrence that results in any of the following outcomes:
· Death. Results in death.
· Life-threatening. Life-threatening refers to an AE in which the patient was at risk of death at the time of the event. It does not refer to an event that hypothetically might have caused death if it were more severe.
· Hospitalization. Requires inpatient hospitalization ≥24 hours or prolongation of an existing hospitalization.
· Disability/incapacity. Results in persistent or significant disability or incapacity. (Disability is defined as a substantial disruption of a person’s ability to conduct normal life functions.)
· Pregnancy
· Medically important event. Refers to an AE that may not result in death, be immediately life-threatening, or require hospitalization, but may be considered serious when, based on appropriate medical judgment, may jeopardize the patient, require medical or surgical intervention to prevent one of the outcomes listed above, or involves suspected transmission via a medicinal product of an infectious agent. Examples of such medical events include allergic bronchospasm requiring intensive treatment in an emergency room or at home, blood dyscrasias or convulsions that do not result in inpatient hospitalization, or the development of drug dependency or drug abuse; any organism, virus, or infectious particle (e.g., prion protein transmitting transmissible spongiform encephalopathy), pathogenic or nonpathogenic, is considered an infectious agent.
Attribution of an Adverse Event
An assessment of the relationship between the AE and the intervention, using the following categories: 
· Definitely Related: The AE is clearly related to the intervention. There is clear evidence to suggest a causal relationship, and other possible contributing factors can be ruled out. 
· Probably Related: The AE is likely related to the intervention. There is evidence to suggest a causal relationship, and the influence of other factors is unlikely. 
· Possibly Related: The AE may be related to the intervention. There is some evidence to suggest a causal relationship (e.g., the event occurred within a reasonable time after undergoing the intervention). However, the influence of other factors may have contributed to the event (e.g., the subject’s clinical condition, other concomitant events). 
· Unlikely: The AE is doubtfully related to the intervention. A clinical event, including any abnormal clinically significant laboratory test result, whose temporal relationship to the intervention makes a causal relationship improbable (e.g., the event did not occur within a reasonable time after administration of the trial medication) and in which other drugs or chemicals or underlying disease provides plausible explanations (e.g., the subject’s clinical condition, other concomitant treatments).
· Unrelated: The AE is clearly NOT related to the intervention. The AE is completely independent of the intervention, and/or evidence exists that the event is definitely related to another etiology. 
The PI will be responsible for assigning the event attribution category (unrelated, unlikely, possible, probable, or definite). 
Expectedness of an Adverse Event
The study investigator will be responsible for determining whether an AE is expected or unexpected as indicated in the protocol and/or informed consent form. An AE will be considered unexpected if the nature, severity, or frequency of the event is NOT consistent with the risk information previously described for the study intervention.
[bookmark: _Toc174458917][bookmark: _Toc174459549][bookmark: _Toc174460181][bookmark: _Toc174521571][bookmark: _Toc174522504][bookmark: _Toc176433111]Collection and Reporting Requirements for Adverse Events and Serious Adverse Events
Adverse events and serious adverse events are not anticipated for this study. If such events occur, they will be reported per IRB guidelines. Any events reported to the IRB will be reported to the Data Safety and Monitoring Committee (DSMC) in the same manner (routine or expedited). 
For routine reporting, the events will be reported to the IRB as part of the annual continuing progress report, and the DSMC will review events at the time of scheduled monitoring. 
For expedited DSMC reporting, the study coordinator/research nurse must notify the DSMC of the event via email. For AEs, include the subject ID, date of event, grade, relatedness, expectedness, and a short narrative. For SAEs, the DSMC will review the SAE report entered into the secure Microsoft Excel spreadsheet (or equivalent) used for the study.
[bookmark: _Toc176433112]Unanticipated Problem Involving Risk to Subject or Other (UPIRSO)
The investigator and their team will follow the Medical College of Wisconsin policies related to unanticipated problems involving risks to subjects or others. This information may be found on the MCW Human Research Protection Program website. 
[bookmark: _Toc176433113]Subject Complaints
If anyone on the study staff receives a complaint, it will be discussed with the study staff and will be addressed on a case-by-case basis. The PI will be notified of any complaints. Complaints will be reported to the IRB if indicated. 
If the subject has questions about their rights as a study subject, wants to report any problems or complaints, obtain information about the study, or offer input, the subject can call the Medical College of Wisconsin/Froedtert Hospital research subject advocate at 414-955-8844. This information is provided to the subject in their consent. 
A product complaint is a verbal, written, or electronic expression that implies dissatisfaction regarding the identity, strength, purity, quality, or stability of a drug product. Individuals who identify a potential product complaint situation should immediately contact the drug manufacturer and report the event. Whenever possible, the associated product should be maintained in accordance with the label instructions pending further guidance from a drug manufacturer representative. Product complaints in and of themselves are not reportable events. If a product complaint results in an SAE, an SAE form should be completed.
[bookmark: _Toc174458921][bookmark: _Toc174459553][bookmark: _Toc174460185][bookmark: _Toc174521575][bookmark: _Toc174522508][bookmark: _Toc161325099][bookmark: _Toc176433114]Protocol Deviations
Definitions
· Protocol Deviation. A protocol deviation is any change, divergence, or departure from the study design or procedures of a research protocol that is under the investigator’s control and that has not been approved by the IRB. 
· Significant Protocol Deviation. Significant protocol deviations are those that increase the risk to participants or others, decrease the potential benefits of the project, undermine the scientific integrity of the project, or occur more than once. 
· Planned Protocol Deviation. Planned protocol deviations are any temporary protocol deviation acknowledged by the IRB prior to its initiation. Any permanent change to the protocol constitutes an amendment that must be submitted to the IRB for approval prior to initiation. 
Reporting Protocol Deviations
Any deviation from the protocol must be fully documented in the source documents. A summary of all protocol deviations must be reported to the DSMC at the time of scheduled monitoring. Per the most recent MCW Office of Research SOP, the following events meet the MCW IRB expedited reporting criteria; any other deviation is to be reported in a timely manner.
· Significant Protocol Deviations. Examples include, but are not limited to, the following:
· Any departure from the protocol (deviation or violation) where subjects or others were harmed or might be at increased risk of harm.
· Any departure from the protocol compromises the integrity of the research data.
· Any change made to the research without prior IRB approval in order to eliminate apparent immediate harm.
· Planned Protocol Deviations. Planned protocol deviations that increase the risk to participants or others, decrease the potential benefits of the project, or undermine the scientific integrity of the project are considered events that meet MCW’s prompt reporting criteria. Examples include, but are not limited to, the following:
· Enrolling a subject who does not meet the eligibility criteria.
· Not performing a specific screening procedure for a patient as indicated in the protocol.
[bookmark: _Toc198542476]STUDY MEASUREMENTS
Provide data collection methods, time points, and measurements that will be used for endpoint analysis.
[bookmark: _Toc95844896][bookmark: _Toc95844955][bookmark: _Toc95844897][bookmark: _Toc95844956][bookmark: _Toc95299861][bookmark: _Toc95299917][bookmark: _Toc95299973][bookmark: _Toc95299862][bookmark: _Toc95299918][bookmark: _Toc95299974][bookmark: _Toc95299863][bookmark: _Toc95299919][bookmark: _Toc95299975][bookmark: _Toc95299865][bookmark: _Toc95299921][bookmark: _Toc95299977][bookmark: _Toc95289036][bookmark: _Toc95299866][bookmark: _Toc95299922][bookmark: _Toc95299978][bookmark: _Toc95844962][bookmark: _Toc127891615][bookmark: _Toc198542477]STATISTICAL CONSIDERATIONS
[bookmark: _Toc95844905][bookmark: _Toc95844964][bookmark: _Toc95844907][bookmark: _Toc95844966][bookmark: _Toc95844967][bookmark: _Toc127891616][bookmark: _Toc198542478]Sample Size Determination
[bookmark: _Toc95844909][bookmark: _Toc95844968][bookmark: _Toc95844969]Explain the reasons for the choice of sample size, including reflections on (or calculations of) the power of the study. The study should be sufficiently powered to achieve the study’s primary endpoint.
[bookmark: _Toc127891617][bookmark: _Toc198542479]Analysis Plan 
Analysis Population 
Describe the analysis population(s) based on the study’s endpoints (all participants that complete the questionnaire, all participants that consent, etc.). If applicable, define the subset(s) of the study population needed to measure a specific endpoint measurement(s).
Endpoint Analysis
Describe the statistical procedures and methods that will be used for endpoint analyses. Include the level of significance and, if applicable, what procedures are in place to account for missing data. 
[bookmark: _Toc198542480]Missing Data
Describe procedures accounting for missing, unused, and spurious data.
[bookmark: _Toc198300766][bookmark: _Toc198542481]DATA AND SAFETY MONITORING PLAN
The Medical College of Wisconsin (MCW) Cancer Center (MCWCC) places the highest priority on ensuring the safety of patients participating in clinical trials. Every cancer interventional trial conducted at MCW includes a plan for safety and data monitoring.
More information can be found related to the MCWCC Data and Safety Monitoring Plan at the MCWCC website: https://cancer.mcw.edu/. 
This study will be reviewed by the MCWCC Data and Safety Monitoring Committee (DSMC). A summary of the MCWCC DSMC activities are as follows: 
1. Periodically review progress reports and evaluate the clinical trial for safety and data integrity.
2. Provide recommendations on trial continuation, suspension, or termination. 
This study was categorized as low risk by the MCW Cancer Center Scientific Review Committee. The DSMC will perform scheduled monitoring at a frequency commensurate with the risk level (at least annually), and the study will be subject to review by Cancer Center Quality Assurance staff according to the MCWCC Data and Safety Monitoring Plan.
All DSMC letters will be submitted to the IRB of record as required.
[bookmark: _Toc95299873][bookmark: _Toc95299929][bookmark: _Toc95299985][bookmark: _Toc95289048][bookmark: _Toc95299875][bookmark: _Toc95299931][bookmark: _Toc95299987][bookmark: _Toc95289049][bookmark: _Toc95299876][bookmark: _Toc95299932][bookmark: _Toc95299988][bookmark: _Toc95844970][bookmark: _Toc127891618][bookmark: _Toc198542482]REGULATORY COMPLIANCE, ETHICS, AND STUDY MANAGEMENT
[bookmark: _Toc87005410][bookmark: _Toc87005733][bookmark: _Toc87005905][bookmark: _Toc87006077][bookmark: _Toc87006184][bookmark: _Toc87012136][bookmark: _Toc88134534][bookmark: _Toc88134983][bookmark: _Toc91669889][bookmark: _Toc92276641][bookmark: _Toc92276945][bookmark: _Toc92277698][bookmark: _Toc92293689][bookmark: _Toc95209995][bookmark: _Toc95844971][bookmark: _Toc127891619][bookmark: _Toc198542483]Ethical Standard
This study will be conducted in accordance with the ethical principles that have their origin in the Declaration of Helsinki, consistent with Good Clinical Practice (GCP) and all applicable regulatory requirements.
[bookmark: _Toc88134535][bookmark: _Toc88134984][bookmark: _Toc91669890][bookmark: _Toc92276642][bookmark: _Toc92276946][bookmark: _Toc92277699][bookmark: _Toc92293690][bookmark: _Toc92294649][bookmark: _Toc87005411][bookmark: _Toc87005734][bookmark: _Toc87005906][bookmark: _Toc87006078][bookmark: _Toc87006185][bookmark: _Toc87012137][bookmark: _Toc88134536][bookmark: _Toc88134985][bookmark: _Toc91669891][bookmark: _Toc92276643][bookmark: _Toc92276947][bookmark: _Toc92277700][bookmark: _Toc92293691][bookmark: _Toc95209996][bookmark: _Toc95844972][bookmark: _Toc127891620][bookmark: _Toc198542484]Regulatory Compliance
This study will be conducted in compliance with:
· The protocol.
· Federal regulations, as applicable, including 21 CFR 50 (Protection of Human Subjects/Informed Consent); 21 CFR 56 (Institutional Review Boards) and 312 (Investigational New Drug Application); and 45 CFR 46 Subparts A (Common Rule), B (Pregnant Women, Human Fetuses and Neonates), C (Prisoners), and D (Children), GCP/ICH guidelines, and all applicable regulatory requirements. The IRB must comply with the regulations in 21 CFR 56 and applicable regulatory requirements.
[bookmark: _Toc121226755][bookmark: _Toc127891621][bookmark: _Toc198542485][bookmark: _Toc95844973]Informed Consent Process	Comment by Author: This section assumes an informed consent process and document will be used. If a waiver of documentation of consent or alteration of informed consent process and/or document is being requested, this section may need to be modified.
Informed consent is a process that is initiated prior to the individual agreeing to participate in the study and continues throughout the individual’s study participation. Discussion of the risks and possible benefits of this study will be provided to individuals and their families. Consent forms describing in detail the study objectives, procedures, and risks are given to the individual and documentation of informed consent is required prior to enrollment. Consent forms will include the Medical College of Wisconsin (MCW) Institutional Review Board (IRB) template language and must be approved by the MCW IRB. 
The individual (and legally authorized representative, if necessary) will be asked to read and review the document. Upon reviewing the document, the investigators will explain the research study to the individual and answer any questions that may arise. In accordance with 46 CFR 46.111, the individual will sign and date the informed consent document before any activities are explicitly done for the study. A witness should only sign when required, per MCW IRB policy. The individual will have the opportunity to discuss the study with their surrogates or think about it prior to agreeing to participate. Subjects may withdraw consent at any time throughout the course of the study.	Comment by Author: Remove if it does not apply to the study.
If the individual signs the consent form, the original signed document will become part of the subject’s medical records and they will receive a copy of the signed document.	Comment by Author: If the individual is not a patient, this statement can be removed.
If there are changes to the consent form, all revisions will be reviewed with the subject at the next appropriate opportunity. Subjects who require reconsenting will be defined in the IRB-approved amendment submission. The process for obtaining informed consent will again be performed. Study subjects will not be reconsented for continuing reviews.
[bookmark: _Toc127891622][bookmark: _Toc198542486]Subject Confidentiality and Access to Source Documents and Data
Subject confidentiality is strictly held in trust by the principal investigator, participating investigators, and any staff. This confidentiality includes the clinical information relating to participating subjects, as well as any genetic or biological testing.
The study protocol, documentation, data and all other information generated will be held in strict confidence. No information concerning the study or the data will be released to any unauthorized third party without the prior written approval of the principal investigator. 
The conditions for maintaining the confidentiality of the subjects’ records are required for the life of the data. These rules apply equally to any and all MCW Cancer Center (MCWCC) projects. 
The principal investigator will allow access to all source data and documents for the purposes of monitoring, audits, IRB review and regulatory inspections. 
The study monitor or other authorized representatives of the principal investigator may inspect all documents and records required to be maintained by the investigator, including but not limited to, medical records (office, clinic, or hospital) and pharmacy records for the subjects in this study. The clinical study site will permit access to such records.
[bookmark: _Protection_of_Human][bookmark: _Toc127891623][bookmark: _Toc198542487][bookmark: _Toc87005416][bookmark: _Toc87005739][bookmark: _Toc87005911][bookmark: _Toc87006083][bookmark: _Toc87006190][bookmark: _Toc87012142][bookmark: _Toc88134546][bookmark: _Toc88134995][bookmark: _Toc91669901][bookmark: _Toc92276653][bookmark: _Toc92276957][bookmark: _Toc92277710][bookmark: _Toc92293701][bookmark: _Toc95210001][bookmark: _Toc95844974]Risk-Benefit Assessment
Potential Risks
Describe all the potential risks to subjects associated with the study intervention (if applicable), procedures, or interactions, including physical, psychological, social, cultural, and financial; risks to privacy and/or confidentiality; or other risks. Discuss the risk level (e.g., minimal) and the likely impact to subjects. 
One risk of taking part in a research study is that more people will handle the personal health information collected for this study. The study team will make every effort to protect the information and keep it confidential, but it is possible that an unauthorized person might see it. Depending on the kind of information being collected, it might be used in a way that could embarrass the subject or affect their ability to get insurance.
Potential Benefits
Discuss the potential benefits of the study to study participants and others. Discuss why the risks to subjects are reasonable in relation to the anticipated benefits to study participants and others.
For these reasons, the potential benefits of the study are reasonable in relation to the anticipated benefits to the study participants. 
[bookmark: _Toc127891624][bookmark: _Toc198542488]Protection of Human Subjects
[bookmark: _Toc88134547][bookmark: _Toc87005912][bookmark: _Toc87006084][bookmark: _Toc88134548]Protection from Unnecessary Harm
Each clinical site is responsible for protecting all subjects involved in human experimentation. This is accomplished through the IRB mechanism and the informed consent process. The IRB reviews all proposed studies involving human experimentation and ensures that the subject’s rights and welfare are protected and that the potential benefits and/or the importance of the knowledge to be gained outweigh the risks to the individual. The IRB also reviews the informed consent document associated with each study in order to ensure that the consent document accurately and clearly communicates the nature of the research to be done and its associated risks and benefits.
[bookmark: _Toc88134549][bookmark: _Toc87005913][bookmark: _Toc87006085][bookmark: _Toc88134550]Protection of Privacy
To ensure confidentiality, each participant is assigned an anonymous study ID, which is then used on all study forms that collect participant data. Study IDs are linked to participant names and other private identifiable information in only one location, on an encrypted, firewall-protected, electronic document housed on MCW’s server. All study forms are kept on the MCW server or HIPAA-compliant MCW data-sharing platform and access is restricted to authorized study personnel.	Comment by Author: This section should be revised based on the PIs plan to protect identifiable information/data.
Protection Against Additional Risks
Describe planned strategies for protecting against or minimizing all potential risks identified in Section 11.5.1 above.
Subjects will be encouraged to contact the PI at any time should they experience significant distress. The measures to be used have been tested in a variety of research programs without problems reported due to their use. However, the participant may terminate the procedure at any time and referrals may be made to the local medical services as needed. To participate in this study, participants must provide informed consent using procedures reviewed and approved by the IRB. This consent covers screening and assessments.
In accordance with MCW’s IRB policies, the PI will notify the IRB promptly of any unanticipated adverse events involving risks to subjects or others that occur. Regular meetings with the research staff and research team proposed as part of this award will ensure timely discussion and reporting of all study outcomes, including adverse events. In the event that an unanticipated or study-related death occurs, the PI will report this information to the IRB within 24 hours of knowledge or notification. If an adverse event occurs and is at least probably due to study involvement and is unexpected, the PI will report this information to the IRB within five business days as required by IRB policy. 
[bookmark: _Toc88134551][bookmark: _Toc88134996][bookmark: _Toc91669902][bookmark: _Toc92276654][bookmark: _Toc92276958][bookmark: _Toc92277711][bookmark: _Toc92293702][bookmark: _Toc92294661][bookmark: _Toc87005417][bookmark: _Toc87005740][bookmark: _Toc87005914][bookmark: _Toc87006086][bookmark: _Toc87006191][bookmark: _Toc87012143][bookmark: _Toc88134552][bookmark: _Toc88134997][bookmark: _Toc91669903][bookmark: _Toc92276655][bookmark: _Toc92276959][bookmark: _Toc92277712][bookmark: _Toc92293703][bookmark: _Toc95210002][bookmark: _Toc95844975][bookmark: _Toc127891625][bookmark: _Toc198542489]Changes in the Protocol
Once the protocol has been approved by the MCW IRB, any changes to the protocol must be documented in the form of an amendment. The amendment must be signed by the investigator and approved by the IRB prior to implementation. 
If it becomes necessary to alter the protocol to eliminate an immediate hazard to subjects, an amendment may be implemented prior to IRB approval. In this circumstance, however, the investigator must then notify the IRB in writing within five working days after implementation. 
The IRB may provide, if applicable regulatory authority(ies) permit, expedited review and approval/favorable opinion for minor change(s) in ongoing studies that have the approval /favorable opinion of the IRB. The investigator will submit all protocol modifications to the sponsor and the regulatory authority(ies) in accordance with the governing regulations.
Changes to the protocol may require approval from the sponsor.
[bookmark: _Toc88134553][bookmark: _Toc88134998][bookmark: _Toc91669904][bookmark: _Toc92276656][bookmark: _Toc92276960][bookmark: _Toc92277713][bookmark: _Toc92293704][bookmark: _Toc92294663][bookmark: _Toc87005418][bookmark: _Toc87005741][bookmark: _Toc87005915][bookmark: _Toc87006087][bookmark: _Toc87006192][bookmark: _Toc87012144][bookmark: _Toc88134554][bookmark: _Toc88134999][bookmark: _Toc91669905][bookmark: _Toc92276657][bookmark: _Toc92276961][bookmark: _Toc92277714][bookmark: _Toc92293705][bookmark: _Toc95210003][bookmark: _Toc95844976][bookmark: _Toc127891626][bookmark: _Toc198542490]Investigator Compliance
The investigator will conduct the study in compliance with the protocol given approval/favorable opinion by the IRB and the appropriate regulatory authority(ies).
Onsite Audits: Auditing is essential to ensure that research conducted at the Medical College of Wisconsin (MCW) Cancer Center is of the highest quality and meets MCW and regulatory agency standards. 
Regulatory authorities, the IRB, and/or sponsor may request access to all source documents, data capture records and other study documentation for onsite audit or inspection. Direct access to these documents must be guaranteed by the investigator, who must provide support at all times for these activities.
The PI will follow the procedures as outlined above, which will serve as part of the quality control procedure. The PI will also meet with the mentorship team and CRC regularly to ensure data accuracy, appropriate data analysis, and protocol adherence. To ensure the validity and integrity of study data, the PI will discuss data management with the research team and CRC on a regular basis.
[bookmark: _Toc95844977][bookmark: _Toc127891627][bookmark: _Toc198542491]DATA MANAGEMENT
[bookmark: _Toc127891628][bookmark: _Toc198542492]Data Management Plan
Describe the data management plan for the study, including the data management responsibilities by key personnel, type of scientific data to be generated in the project, and how the scientific data will be stored (e.g., REDCap, Excel, OnCore™), preserved (including duration) and shared.
[bookmark: _Toc121326523][bookmark: _Toc127891629][bookmark: _Toc198542493][bookmark: _Toc113369639][bookmark: _Toc113371125][bookmark: _Toc113443376][bookmark: _Toc113443810][bookmark: _Toc113964569][bookmark: _Toc113965002][bookmark: _Toc88134575][bookmark: _Toc88135012][bookmark: _Toc91669918][bookmark: _Toc92276670][bookmark: _Toc92276974][bookmark: _Toc92277727][bookmark: _Toc92293718][bookmark: _Toc92294677][bookmark: _Funder_Study_Status][bookmark: _Toc88134577][bookmark: _Toc88135014][bookmark: _Toc91669920][bookmark: _Toc92276672][bookmark: _Toc92276976][bookmark: _Toc92277729][bookmark: _Toc92293720][bookmark: _Toc92294679][bookmark: _Toc87005427][bookmark: _Toc87005750][bookmark: _Toc87005928][bookmark: _Toc87006100][bookmark: _Toc87006201][bookmark: _Toc87012153][bookmark: _Toc88134578][bookmark: _Toc88135015][bookmark: _Toc91669921][bookmark: _Toc92276673][bookmark: _Toc92276977][bookmark: _Toc92277730][bookmark: _Toc92293721][bookmark: _Toc95303220]Disseminating and Publishing Data
[bookmark: _Hlk86830954]All raw data, data figures, data interpretation, models, and conclusions drawn from this study will be managed by the principal investigator and co-investigators listed in this protocol. The findings from this study may be presented at relevant conferences/meetings, published in a respectable peer-reviewed journal, or used as preliminary data in a grant application to justify extramural funding. 
For any manuscript that is to be published in a journal, the role of authors/contributors, the disclosure of financial/non-financial relationships and activities, and the report of perceived conflicts of interest should largely adhere to the recommended guidelines set forth by the International Committee of Medical Journal Editors (ICMJE; Defining the Role of Authors and Contributors, Disclosure of Financial and Non-Financial Relationship and Activities and Conflicts of Interest). The PI, in consultation with the study co-investigators, should determine who will be listed as first, senior, and corresponding author(s). Study team members who have made substantial and significant intellectual contributions to the study and its findings should be listed as contributing authors or, in certain circumstances, acknowledged. Funding sources and any conflict of interests, perceived or actual, should be disclosed and stated within the appropriate section of the manuscript at submission.	Comment by Author: If the study team is NOT planning to publish in an ICMJE journal, please edit accordingly. 


[bookmark: _Toc95844978][bookmark: _Toc127891630][bookmark: _Toc198542494]REFERENCES 
Provide a list of references, preferably using a reference manager software (e.g., EndNote, Zotero, Mendeley).
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