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INSTRUCTIONS:
When you write a protocol, keep an electronic copy. You will need to modify this copy when making changes.
All referenced checklists, templates, policies, and manuals can be found in the system Library.
As you are writing the protocol, remove all instructions in italics so that they are not contained in the final version of your protocol. Depending on the nature of your study, some sections may not be applicable to your research. If so mark as “N/A.” Do not delete the section numbers. 

PROTOCOL TITLE:
Include the full protocol title.
PRINCIPAL INVESTIGATOR:
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VERSION NUMBER/DATE:
Include the version number and date of this protocol.
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[bookmark: _Toc18067158]Study Summary 
Please provide a brief summary of the study in the table below. A complete description of the study with detailed information should be provided in the body of the protocol. For sections not applicable to the study, mark them as N/A.
	Study Title
	

	Study Design
	

	Primary Objective
	

	Secondary Objective(s)
	

	Study Population
	

	Sample Size
	

	Study Specific Abbreviations/ Definitions 
	


[bookmark: _Toc18067159]
Objectives 
2.1 Describe the purpose, specific aims, or objectives. (There should be one or two primary objectives with additional objectives listed as secondary.) 
2.2 State the hypotheses to be tested.
[bookmark: _Toc16690646][bookmark: _Toc18067160][bookmark: _Toc8371214][bookmark: _Toc8371483][bookmark: _Toc16690647][bookmark: _Toc18067161][bookmark: _Toc18067162]Background
3.1 Provide the scientific or scholarly background for, rationale for, and significance of the research based on the existing literature and how will it add to existing knowledge. Include research references. Note: this section should be limited to only information directly related to the research questions and objectives. Do not include your full thesis or dissertation proposal.
[bookmark: _Toc16690649][bookmark: _Toc18067163][bookmark: _Toc18067164][bookmark: _Toc18067165][bookmark: _Toc8371217][bookmark: _Toc8371486][bookmark: _Toc16690651][bookmark: _Toc18067166][bookmark: _Toc8370644][bookmark: _Toc8371218][bookmark: _Toc8371487][bookmark: _Toc16690652][bookmark: _Toc18067167][bookmark: _Toc8370645][bookmark: _Toc8371219][bookmark: _Toc8371488][bookmark: _Toc16690653][bookmark: _Toc18067168][bookmark: _Toc8370646][bookmark: _Toc8371220][bookmark: _Toc8371489][bookmark: _Toc16690654][bookmark: _Toc18067169][bookmark: _Toc8370668][bookmark: _Toc8371242][bookmark: _Toc8371511][bookmark: _Toc16690676][bookmark: _Toc18067191][bookmark: _Toc8370669][bookmark: _Toc8371243][bookmark: _Toc8371512][bookmark: _Toc16690677][bookmark: _Toc18067192][bookmark: _Toc8370670][bookmark: _Toc8371244][bookmark: _Toc8371513][bookmark: _Toc16690678][bookmark: _Toc18067193][bookmark: _Toc8370671][bookmark: _Toc8371245][bookmark: _Toc8371514][bookmark: _Toc16690679][bookmark: _Toc18067194][bookmark: _Toc8370672][bookmark: _Toc8371246][bookmark: _Toc8371515][bookmark: _Toc16690680][bookmark: _Toc18067195][bookmark: _Toc8370673][bookmark: _Toc8371247][bookmark: _Toc8371516][bookmark: _Toc16690681][bookmark: _Toc18067196][bookmark: _Toc18067197]Procedures Involved
4.1 Describe and explain the study design.
4.2 Please select the records that will be reviewed in this study (select all that apply): 

	☐ Record Review - Educational
	☐ Record Review - Employee

	☐ Record Review - Medical
	☐ Record Review - Publicly Available Dataset

	☐ Record Review - Prisoner
	☐ Record Review - Other 

	☐ Existing Specimen Analysis
	



4.3 Accessing and/or collecting data, describe:
· The data that will be collected from the record (e.g. demographics, medical history, etc.). Attach the data capture sheet(s) on the Local Site Documents page in the IRB application. 
· How the data will be obtained, including how you have the authority to access the data. 
4.4 If analyzing existing biological specimens, describe:
· How you have the authority to access the specimens.
· How the biological specimens will be stored.
· How long the biological specimens will be stored.
· How the biological specimens will be used. 
· Whether the collected biological specimens will undergo genetic testing. If so, indicate if this study is part of a Genome Wide Association Study (GWAS) and whether the data will be forwarded to the NIH dbGaP.
[bookmark: _Toc18067198][bookmark: _Toc8370675][bookmark: _Toc8371249][bookmark: _Toc8371518][bookmark: _Toc16690683][bookmark: _Toc18067199][bookmark: _Toc8370676][bookmark: _Toc8371250][bookmark: _Toc8371519][bookmark: _Toc16690684][bookmark: _Toc18067200][bookmark: _Toc18067201]Data and Specimen Storage for Future Research
5.1 If data or specimens will be banked for future use, describe where the data or specimens will be stored, how long it/they will be stored, how the data or specimens will be labelled and how it/ they will be accessed, and who will have access to the data or specimens. Describe whether the collected biological specimens will undergo genetic testing. If so, indicate if this study is part of a Genome Wide Association Study (GWAS) and whether the data will be forwarded to the NIH dbGaP.
5.2 List the data to be stored or associated with each specimen.
5.3 Describe the procedures to release data or specimens, including: the process to request a release, approvals required for release, who can obtain data or specimens, and the data to be provided with specimens.
[bookmark: _Toc8370678][bookmark: _Toc8371252][bookmark: _Toc8371521][bookmark: _Toc16690686][bookmark: _Toc18067202][bookmark: _Toc8370679][bookmark: _Toc8371253][bookmark: _Toc8371522][bookmark: _Toc16690687][bookmark: _Toc18067203][bookmark: _Toc16690688][bookmark: _Toc18067204][bookmark: _Toc16690689][bookmark: _Toc18067205][bookmark: _Toc16690690][bookmark: _Toc18067206][bookmark: _Toc18067207]Inclusion and Exclusion Criteria
6.1 Describe the criteria that define the records to be included or excluded in your study. 
[bookmark: _Toc16690692][bookmark: _Toc18067208][bookmark: _Toc16690693][bookmark: _Toc18067209][bookmark: _Toc16690694][bookmark: _Toc18067210][bookmark: _Toc16690695][bookmark: _Toc18067211][bookmark: _Toc16690696][bookmark: _Toc18067212][bookmark: _Toc18067213]Vulnerable Populations
7.1 If the research involves records of vulnerable populations, describe additional safeguards included to protect their rights and welfare.
· If the research involves pregnant women, review “CHECKLIST: Pregnant Women (HRP-412)” to ensure that you have provided sufficient information.
· If the research involves neonates of uncertain viability, review “CHECKLIST: Neonates of Uncertain Viability (HRP-414)” to ensure that you have provided sufficient information.
· If the research involves prisoners, review “CHECKLIST: Prisoners (HRP-415)” to ensure that you have provided sufficient information.
· If the research involves persons who have not attained the legal age for consent to treatments or procedures involved in the research (“children”), review the “CHECKLIST: Children (HRP-416)” to ensure that you have provided sufficient information.
[bookmark: _Toc16690698][bookmark: _Toc18067214][bookmark: _Toc16690699][bookmark: _Toc18067215][bookmark: _Toc16690700][bookmark: _Toc18067216][bookmark: _Toc8370685][bookmark: _Toc8371258][bookmark: _Toc8371527][bookmark: _Toc16690701][bookmark: _Toc18067217][bookmark: _Toc18067218]Data Sources
8.1 Indicate the source of the records and existing specimens (e.g. USF Epic, TGH Epic, Hillsborough County School records, CANVAS records, etc.).
[bookmark: _Toc18067231][bookmark: _Toc8370687][bookmark: _Toc8371260][bookmark: _Toc8371529][bookmark: _Toc16690703][bookmark: _Toc18067232][bookmark: _Toc8370700][bookmark: _Toc8371273][bookmark: _Toc8371542][bookmark: _Toc16690716][bookmark: _Toc18067245][bookmark: _Toc8370701][bookmark: _Toc8371274][bookmark: _Toc8371543][bookmark: _Toc16690717][bookmark: _Toc18067246][bookmark: _Toc492992334][bookmark: _Toc492992602][bookmark: _Toc493022872][bookmark: _Toc492992335][bookmark: _Toc492992603][bookmark: _Toc493022873][bookmark: _Toc492992336][bookmark: _Toc492992604][bookmark: _Toc493022874][bookmark: _Toc8370702][bookmark: _Toc8371275][bookmark: _Toc8371544][bookmark: _Toc16690718][bookmark: _Toc18067247][bookmark: _Toc8370703][bookmark: _Toc8371276][bookmark: _Toc8371545][bookmark: _Toc16690719][bookmark: _Toc18067248][bookmark: _Toc8370704][bookmark: _Toc8371277][bookmark: _Toc8371546][bookmark: _Toc16690720][bookmark: _Toc18067249][bookmark: _Toc8370705][bookmark: _Toc8371278][bookmark: _Toc8371547][bookmark: _Toc16690721][bookmark: _Toc18067250][bookmark: _Toc18067251]Risks to Subjects
9.1 List the reasonably foreseeable risks to privacy and/or confidentiality.
[bookmark: _Toc8371549][bookmark: _Toc16690723][bookmark: _Toc18067252][bookmark: _Toc8371550][bookmark: _Toc16690724][bookmark: _Toc18067253][bookmark: _Toc18067254]Potential Benefits 
10.1 Describe benefits to society or others, if any.
[bookmark: _Toc18067255]Data Management and Confidentiality
11.1 Describe the steps that will be taken to secure the data (e.g. training, authorization of access, password protection, encryption, physical controls, certificates of confidentiality, and separation of identifiers and data) during storage, use, and transmission.
11.2 Describe how data will be handled study-wide:
· What identifiable information will be included in the data or associated with the specimens (e.g. names, MRNs, dates, zip codes, accession number, etc.)?
· Where and how the data will be stored, including consent and/or HIPAA authorization forms?
· How long the data will be stored? Please refer to the Investigator Manual for data retention requirements.
· How the data will ultimately be destroyed?
If you plan to share confidential data with anyone outside of the research group (e.g. those not described in the consent and/or HIPAA authorization form), describe:
· With whom you will share the confidential data, under what circumstances this will occur and explain how/whether subjects will be informed.
11.3 If you will review/access and/or collect/obtain Protected Health Information (PHI), select all that apply:
	☐ Obtaining Online or Verbal Authorization (Alteration of HIPAA Authorization)
	☐ Obtaining Signed Authorization

	☐ Waiver of HIPAA Authorization for Entire Study
	☐ Data Use Agreement

	☐ Business Associate Agreement
	


· Describe the PHI that will be disclosed to or received from individuals outside of the research group (e.g. those not described in the consent and/or HIPAA authorization form), and your plan to maintain an accounting of disclosures. 
· If you have selected an alteration or waiver in the table above, describe:
· The inclusion criteria you will utilize to identify the records (e.g. diagnosis codes (ICD 10), treatments received, etc.).
· The time interval of the charts/records involved, if applicable.
· The plan to protect identifiers collected under the waiver or alteration from improper use and/or disclosure.
· The plan to destroy the identifiers collected under the waiver or alteration at the earliest opportunity consistent with the conduct of the research.
· Provide written assurance that the PHI will not be reused/disclosed to any other person or entity except as required by law, for authorized oversight of the research project, or for other research which use/disclosure of PHI would be permitted by the HIPAA privacy regulations.
· Why it is not practicable to obtain signed HIPAA Authorizations from the subjects before using or disclosing their PHI in your study.
· Why your study cannot be conducted without access to and use of subjects’ PHI.
[bookmark: _Toc8370709][bookmark: _Toc8371282][bookmark: _Toc8371553][bookmark: _Toc16690727][bookmark: _Toc18067256][bookmark: _Toc8370710][bookmark: _Toc8371283][bookmark: _Toc8371554][bookmark: _Toc16690728][bookmark: _Toc18067257][bookmark: _Toc8370711][bookmark: _Toc8371284][bookmark: _Toc8371555][bookmark: _Toc16690729][bookmark: _Toc18067258][bookmark: _Toc8370712][bookmark: _Toc8371285][bookmark: _Toc8371556][bookmark: _Toc16690730][bookmark: _Toc18067259][bookmark: _Toc8370713][bookmark: _Toc8371286][bookmark: _Toc8371557][bookmark: _Toc16690731][bookmark: _Toc18067260][bookmark: _Toc8370714][bookmark: _Toc8371287][bookmark: _Toc8371558][bookmark: _Toc16690732][bookmark: _Toc18067261][bookmark: _Toc8370715][bookmark: _Toc8371288][bookmark: _Toc8371559][bookmark: _Toc16690733][bookmark: _Toc18067262][bookmark: _Toc8370716][bookmark: _Toc8371289][bookmark: _Toc8371560][bookmark: _Toc16690734][bookmark: _Toc18067263][bookmark: _Toc8370717][bookmark: _Toc8371290][bookmark: _Toc8371561][bookmark: _Toc16690735][bookmark: _Toc18067264][bookmark: _Toc8370718][bookmark: _Toc8371291][bookmark: _Toc8371562][bookmark: _Toc16690736][bookmark: _Toc18067265][bookmark: _Toc8370719][bookmark: _Toc8371292][bookmark: _Toc8371563][bookmark: _Toc16690737][bookmark: _Toc18067266][bookmark: _Toc18067267]Provisions to Protect the Privacy Interests of Subjects
12.1 Describe the steps that will be taken to protect subjects’ privacy interests. “Privacy interest” refers to a person’s desire to place limits on with whom they interact or to whom they provide personal information.
[bookmark: _Toc16690739][bookmark: _Toc18067268][bookmark: _Toc16690740][bookmark: _Toc18067269][bookmark: _Toc8370721][bookmark: _Toc8371294][bookmark: _Toc8371565][bookmark: _Toc16690741][bookmark: _Toc18067270][bookmark: _Toc8370722][bookmark: _Toc8371295][bookmark: _Toc8371566][bookmark: _Toc16690742][bookmark: _Toc18067271][bookmark: _Toc8370723][bookmark: _Toc8371296][bookmark: _Toc8371567][bookmark: _Toc16690743][bookmark: _Toc18067272][bookmark: _Toc8370724][bookmark: _Toc8371297][bookmark: _Toc8371568][bookmark: _Toc16690744][bookmark: _Toc18067273][bookmark: _Toc8370725][bookmark: _Toc8371298][bookmark: _Toc8371569][bookmark: _Toc16690745][bookmark: _Toc18067274][bookmark: _Toc8370726][bookmark: _Toc8371299][bookmark: _Toc8371570][bookmark: _Toc16690746][bookmark: _Toc18067275][bookmark: _Toc18067276]Consent Process
13.1 Select the consent options you will use during the course of the study. Each selection below must have a description in the subsequent section(s). Choose all that apply:
	☐Obtaining Signed Consent (Subject or Legally Authorized Representative)
	☐Obtaining Consent Online (Waiver of Written Documentation of Consent )

	☐Obtaining Signed Parental Permission
	☐Obtaining Verbal Consent (Waiver of Written Documentation of Consent)

	☐Obtaining Signed Assent for Children or Adults Unable to Consent
	☐Waiving Consent and/or Parental Permission (Waiver of Consent Process)

	☐Obtaining Verbal Assent for Children or Adults Unable to Consent
	☐Waiving Assent/Assent is Not Appropriate


13.2 If you will be obtaining signed consent from the subject or legally authorized individual (LAR), or will be obtaining signed parental permission, describe: 
· Where the consent process will take place. 
· Any waiting period available between informing the prospective subject, subject’s LAR, or subject’s parent about the study and obtaining the consent/parental permission.
· The process to ensure ongoing consent.
· Describe:
· The roles of the individuals listed in the application as being involved in the consent process. (Do not include names of the individuals.)
· The time that will be devoted to the consent discussion.
· Steps that will be taken to minimize the possibility of coercion or undue influence.
· Steps that will be taken to ensure the subjects’ understanding.
13.3 If you will be obtaining consent online or verbally (no signature), review the “CHECKLIST: Waiver of Written Documentation of Consent (HRP-411)” and provide justification for the requested waiver. Also, please describe:  
· Where and/or how the consent process will take place. 
· Any waiting period available between informing the prospective subject and obtaining the verbal or online consent. 
· The process to ensure ongoing consent (if applicable; e.g. for studies involving multiple visits). 
· The role of the individuals listed in the application as being involved in the consent process. (Do not include names of the individuals.)
· The time that will be devoted to the consent discussion. 
· Steps that will be taken to minimize the possibility of coercion or undue influence.
· Steps that will be taken to ensure the subjects’ understanding.
13.4 If you will not obtain consent/parental permission for any part of the study, review the “CHECKLIST: Waiver or Alteration of Consent Process (HRP-410)” and provide justification for the requested waiver.
13.5 If you will obtain consent from non-English speaking subjects, indicate the different language(s) of the prospective subjects and describe the process to ensure that the oral and written information provided to those subjects will be in their primary/native language, including who will act as translator.
13.6 If you will enroll individuals who have not attained the legal age for consent (children) or individuals who are unable to provide legal consent (e.g. cognitively impaired individuals or individuals requiring a LAR), describe: 
· The criteria that will be used to determine whether a prospective subject has not attained the legal age for consent or is unable to provide legal consent to treatments or procedures involved in the research under the applicable law of the jurisdiction in which the research will be conducted.  
· For research conducted in the state, review “SOP: Legally Authorized Representatives, Children, and Guardians (HRP-013)” to be aware of which individuals in the state meet the definition of “children.” 
· For research conducted outside of the state, provide information that describes which persons have not attained the legal age for consent or cannot provide legal consent to treatments or procedures involved the research, under the applicable law of the jurisdiction in which research will be conducted. 
· Whether parental permission will be obtained from: 
· One parent even if the other parent is alive, known, competent, reasonably available, and shares legal responsibility for the care and custody of the child. 
· Both parents unless one parent is deceased, unknown, incompetent, or not reasonably available, or when only one parent has legal responsibility for the care and custody of the child. Signatures from both parents are required for studies that are greater than minimal risk with no prospect of direct benefit. 
· Whether permission will be obtained from individuals other than parents, and if so, how you will determine that the individual providing consent has the authority to do so. 
· For subjects with a LAR, list the individuals from whom permission will be obtained in order of priority. (E.g. durable power of attorney for health care, court appointed guardian for health care decisions, spouse, and adult child.) 
· The process for obtaining assent from the subjects. Indicate whether:
· Assent will be required of all, some, or none of the subjects. If some, indicate which subjects will be required to assent and which will not. 
· If assent will not be obtained from some or all subjects, provide an explanation of why not.
· Assent of the subjects will be documented and the process to document assent. 
[bookmark: _Toc16690748][bookmark: _Toc18067277][bookmark: _Toc8370728][bookmark: _Toc8371301][bookmark: _Toc8371572][bookmark: _Toc16690749][bookmark: _Toc18067278][bookmark: _Toc8370729][bookmark: _Toc8371302][bookmark: _Toc8371573][bookmark: _Toc16690750][bookmark: _Toc18067279][bookmark: _Toc8370730][bookmark: _Toc8371303][bookmark: _Toc8371574][bookmark: _Toc16690751][bookmark: _Toc18067280][bookmark: _Toc8370731][bookmark: _Toc8371304][bookmark: _Toc8371575][bookmark: _Toc16690752][bookmark: _Toc18067281][bookmark: _Toc8370732][bookmark: _Toc8371305][bookmark: _Toc8371576][bookmark: _Toc16690753][bookmark: _Toc18067282][bookmark: _Toc8370733][bookmark: _Toc8371306][bookmark: _Toc8371577][bookmark: _Toc16690754][bookmark: _Toc18067283][bookmark: _Toc8370734][bookmark: _Toc8371307][bookmark: _Toc8371578][bookmark: _Toc16690755][bookmark: _Toc18067284][bookmark: _Toc8370735][bookmark: _Toc8371308][bookmark: _Toc8371579][bookmark: _Toc16690756][bookmark: _Toc18067285][bookmark: _Toc8370736][bookmark: _Toc8371309][bookmark: _Toc8371580][bookmark: _Toc16690757][bookmark: _Toc18067286][bookmark: _Toc8370737][bookmark: _Toc8371310][bookmark: _Toc8371581][bookmark: _Toc16690758][bookmark: _Toc18067287][bookmark: _Toc8370738][bookmark: _Toc8371311][bookmark: _Toc8371582][bookmark: _Toc16690759][bookmark: _Toc18067288][bookmark: _Toc8370739][bookmark: _Toc8371312][bookmark: _Toc8371583][bookmark: _Toc16690760][bookmark: _Toc18067289][bookmark: _Toc8370740][bookmark: _Toc8371313][bookmark: _Toc8371584][bookmark: _Toc16690761][bookmark: _Toc18067290][bookmark: _Toc8370741][bookmark: _Toc8371314][bookmark: _Toc8371585][bookmark: _Toc16690762][bookmark: _Toc18067291][bookmark: _Toc8370742][bookmark: _Toc8371315][bookmark: _Toc8371586][bookmark: _Toc16690763][bookmark: _Toc18067292][bookmark: _Toc18067293]Setting
14.1 Describe the sites or locations where your research team will conduct the research and obtain the data.
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