


INSTRUCTIONS[endnoteRef:1]: [1:  This template satisfies AAHRPP elements 1.7.B, I.8.B, I-9, II.2. A, II.2.I, II.3.A, II.3.B, II.3.C-II.3.C.1, II.3.D-F, II.4.A, III.1.C-F, II.2.D ] 

WVU OHRP provides a variety of protocol templates. Ensure you are using the correct one for your research. This protocol template is designed to help study teams prepare protocols for a broad range of social and behavioral research. 
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 on WVU OHRP’s website.
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.
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Include the full protocol title.
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VERSION NUMBER/DATE:
Include the version number and date of this protocol.
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Note: Leave this section blank for the initial submission. The revision history should be documented for modifications to approved studies.
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[bookmark: _Toc211258221]Study Summary

	Protocol Information 
	Description

	Study Design
	

	Primary Objective
	

	Secondary Objective(s)
	

	Research Intervention(s) 
	

	Study Population
	

	Sample Size
	

	Study Duration for individual participants
	

	Study Specific Abbreviations/ Definitions 
	



[bookmark: _Toc211258222]Background
1.1 Provide the scientific or scholarly background for, rationale for, and significance of the research based on the existing literature and how it will add to existing knowledge.
1.2 Describe the gaps in current knowledge and the investigator’s relevant prior experience.
1.3 Describe any relevant preliminary data. 
[bookmark: _Toc211258223]Objectives and End Points
1.4 Describe the purpose, specific aims, or objectives.
1.5 State the hypotheses to be tested.
1.6 Describe any primary or secondary study end points. 
[bookmark: _Toc211258224]Number of participants
1.7 Indicate the total number of subjects to be accrued locally.
1.8 If applicable, distinguish between the number of participants who are expected to be enrolled and screened and the number of participants needed to complete the research procedures.
[bookmark: _Toc211258225]Subject Population
1.9 Describe the general characteristics of the study participants.
1.10 List the inclusion and exclusion criteria for study participants.
[bookmark: _Toc208904178][bookmark: _Toc211258226]Vulnerable Populations
1.11 If the research involves individuals who are vulnerable to coercion or undue influence, describe additional safeguards included to protect their rights and welfare. Provide justification for the inclusion of this population and describe the importance of the knowledge to be gained. Explain how including this population represents the least degree of impairment, vulnerability, or burden compatible with the aims of this study. Specify how risks are minimized and/or whether the risks or discomforts are greater for this population. 
· If the research involves pregnant women, review HRP-412 - CHECKLIST - Pregnant Women to ensure that you have provided sufficient information.
· If the research involves neonates of uncertain viability or non-viable neonates, review HRP-413 - CHECKLIST - Non-Viable Neonates or HRP-414 - CHECKLIST - Neonates of Uncertain Viability to ensure that you have provided sufficient information.
· If the research involves prisoners, review HRP-415 - CHECKLIST - Prisoners 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 HRP-416 - CHECKLIST - Children to ensure that you have provided sufficient information.
· If the research involves adults with impaired decision-making capacity, review HRP-417 - CHECKLIST - Adults with Impaired Decision-Making Capacity to ensure that you have provided sufficient information.
[bookmark: _Toc208905391][bookmark: _Toc211258227]Recruitment Methods
1.12 Describe when, where, and how potential subjects will be recruited. Describe procedures for oral or written communication for purposes of screening, recruiting, or determining eligibility.
1.13 Select and describe the methods that will be used to identify potential subjects.
· Upload copies of the documents selected above on the Local Site Documents page in the IRB application. 
	☐ Email (permitted in limited circumstances)
	☐ Online/Social Media Advertisement

	☐ Flyer
	☐ News Advertisement

	☐ Letter
	☐ Other (Describe)


1.14 Describe the methods that will be used to identify potential subjects. Describe how contact will be made with participants (e.g., participants will contact study team or if study will directly contact participants). If applicable, describe procedures for accessing records or stored identifiable biospecimens for purposes of screening, recruiting, or determining eligibility.
1.15 Describe any cost that subjects may be responsible for because of participation in research (e.g., travel costs, parking fees, purchase of special materials, etc.). Indicate whether these costs will be reimbursed. In addition, describe any support that may be available to help defray cocts to subjects.
1.16 Describe the amount and timing of any payments to subjects. 
· Indicate whether gifts, payments, compensation, reimbursement, services without charge, or extra credit will be provided to the participants for participating in the research. 
· Affirmatively state you are using WVU approved payment methods in compliance with university Human Subject Payment Guidelines. If not, attach approval for unapproved payment method in IRB submission. 
[bookmark: _Toc208904181][bookmark: _Toc211258228]Consent Process
1.17 Select the consent options you will use during the study. Each selection must have a description in the subsequent sections. Choose all that apply:
	☐ Obtaining Signed Consent (Subject or Legally Authorized Representative)
	☐ Requesting Waiver of Written Documentation of Consent (no signature)

	☐ Obtaining Signed Parental Permission
	☐ Obtaining Signed Assent for Children or Adults Unable to Consent

	☐ Requesting Waiver of Consent and/or Parental Permission (Waiver of Consent Process)
	☐ Requesting waiver of Assent/Assent is Not Appropriate for Children or Adults Unable to Consent

	☐ Requesting Verbal Assent for Children or Adults Unable to Consent
	


1.18 If you will be obtaining signed consent from the subject or LAR, or will be obtaining signed parental permission, describe: 
· Where will the consent process take place.
· What documents will be used.
· Any waiting period available between informing the prospective subject and obtaining the consent.
· Any process to ensure ongoing consent.
· If you intend to use eConsent, describe the platform and process to be used. Provide link to eConsent for review when possible. 
· Whether you will be following HRP-090 - SOP - Informed Consent Process for Research. If not, describe:
· The role of the individuals listed in the application as being involved in the consent process.
· 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 subject’s understanding.
1.19 If you are requesting a waiver of documentation of consent (no signature), review HRP-411-Checklist Waiver of Written Documentation of Consent and provide justification for the requested waiver. Also, describe:
· Where will the consent process take place.
· What documents will be used.
· Any waiting period available between informing the prospective subject and obtaining consent
· Any process to ensure ongoing consent
· If you intend to use eConsent, describe the platform and process to be used. Provide link to eConsent for review when possible. Upload PDFs of process in Local Site documents. 
· Whether you will be following HRP-090 - SOP - Informed Consent Process for Research. If not, describe:
· The role of the individuals listed in the application as being involved in the consent process.
· 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 subject’s understanding.
1.20 If you will NOT be obtaining consent/parental permission for any part of the study, review HRP-410-CHECKLIST-Waiver or Alteration of Consent Process and provide justification for the requested wavier.  
1.21 If you will obtain consent from non-English speaking subjects, indicate the different languages of prospective subjects and describe the process to ensure the oral and written information provided to those subjects will be in their primary language, including who will act as a translator. Attach translated documents for review will certification of translation.
1.22 If you will enroll children or individuals who are unable to provide legal consent (e.g., adults with impaired decision-making capacity 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 West Virginia, review HRP-013 - SOP - Legally Authorized Representatives, Children, and Guardians to be aware of which individuals in the state meet the definition of “children.”
· For research conducted outside of West Virginia, 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: _Toc208904183][bookmark: _Toc211258229]Setting
1.23 Describe the sites or locations where your research team will conduct the research.
· Identify where research procedures will be performed.
· Describe the composition and involvement of any community advisory board.
· For research conducted outside of the organization and its affiliates describe:
· Site-specific regulations or customs affecting the research for research outside the organization.
· Local scientific and ethical review structure outside the organization.
[bookmark: _Toc208905395][bookmark: _Toc211258230]Study Interventions
10.1	Describe any study interventions being evaluated.
[bookmark: _Toc211258231]Study Timelines
1.24 Describe:
· The duration of an individual subject’s participation in the study.
· The duration anticipated to enroll all study subjects.
[bookmark: _Toc211258232]Procedures Involved
1.25 Describe and explain the study design using basic terms. If you have any sub-groups, sub-studies, or retrospective collection of data or biospecimens, address them here. 
1.26 Describe all research procedures being performed and when they will be performed. Include schedules of events. Upload all surveys, scripts, and data collection forms (e.g., measures, scales, master and de-identified data templates) on the Local Site Documents page in the IRB application.
1.27 Describe:
Procedures performed to lessen the probability or magnitude of risks.
Procedures performed to monitor the safety of subjects.
· The source records that will be used to collect data about subjects. (Attach all surveys, scripts, and data collection forms.)
· The data that will be collected during the study and how it will be obtained.
· Whether there are plans for long-term follow-up once all research related procedures are complete. If so, describe the data that will be collected during this period, and how it will be collected.
· How data will be obtained, including how you have the authority to access the data if using existing data.
· The source or location of the data (e.g., student records, publicly available databases, external sources, etc.) if using existing data.
[bookmark: _Toc211258233]Data and Specimen Banking
1.28 If data or specimens will be banked for future use, describe where the specimens will be stored, how long they will be stored, how the specimens will be accessed, and who will have access to the 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), whether the data will be forwarded to the NIH dbGaP, and attach the NIH-approved Genomic Data Sharing Plan as an appendix to the protocol.
1.29 List the data to be stored or associated with each specimen.
1.30 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: _Toc211258234]Sharing of Results 
1.31 State whether results (study results or individual subject results) will be shared with subjects or others (e.g., the subject’s primary care physicians). If so, describe how the results will be shared.
1.32 Describe plans to share study results with the public.
[bookmark: _Toc208905406][bookmark: _Toc208905407][bookmark: _Toc208905408][bookmark: _Toc208905409][bookmark: _Toc208905410][bookmark: _Toc208905411][bookmark: _Toc208905412][bookmark: _Toc208905413][bookmark: _Toc208905414][bookmark: _Toc208905415][bookmark: _Toc208905416][bookmark: _Toc208905417][bookmark: _Toc208905418][bookmark: _Toc208905419][bookmark: _Toc208905420][bookmark: _Toc208905421][bookmark: _Toc208905422][bookmark: _Toc208905423][bookmark: _Toc208905424][bookmark: _Toc208905425][bookmark: _Toc208905426][bookmark: _Toc208905427][bookmark: _Toc208905428][bookmark: _Toc208905429][bookmark: _Toc492992334][bookmark: _Toc492992602][bookmark: _Toc493022872][bookmark: _Toc492992335][bookmark: _Toc492992603][bookmark: _Toc493022873][bookmark: _Toc492992336][bookmark: _Toc492992604][bookmark: _Toc493022874][bookmark: _Toc211258235]Withdrawal of Subjects
1.33 Describe anticipated circumstances under which subjects will be withdrawn from the research without their consent.
1.34 Describe procedures that will be followed when subjects withdraw from the research, including partial withdrawal from procedures with continued data collection.
[bookmark: _Toc211258236]Potential Risks
1.35 List the reasonably foreseeable risks, discomforts, hazards, or inconveniences to the subjects related to participation in the research. Include a description of the probability, magnitude, duration, and reversibility of the risks. Consider physical, psychological, social, legal, and economic risks.
1.36 If applicable, indicate which procedures may have risks to the subjects that are currently unforeseeable.
1.37 If applicable, indicate which procedures may have risks to an embryo or fetus.
1.38 If applicable, describe risks to others who are not subjects.
[bookmark: _Toc211258237]Potential Benefits
1.39 Describe the potential benefits that individual subjects may experience from taking part in the research. Include the probability, magnitude, and duration of the potential benefits.
1.40 Indicate if there is no direct benefit. 
1.41 Describe benefits to society or others.
[bookmark: _Toc211258238]Data Management and Confidentiality
1.42 Describe the data analysis plan, including any statistical procedures or power analysis.
1.43 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. Affirmatively state data is stored in compliance with applicable WVU institutional policies. 
1.44 Describe any procedures that will be used for quality control of collected data.
1.45 Describe how data or specimens will be handled study-wide:
· What information will be included in that data or associated with the specimens?
· Where and how data or specimens will be stored?
· How long the data or specimens will be stored?
· Who will have access to the data or specimens?
· Who is responsible for receipt or transmission of the data or specimens?
· How data or specimens will be transported?
[bookmark: _Toc211258239]Provisions to Monitor the Data to Ensure the Safety of Subjects
This section is required when research involves more than Minimal Risk to subjects.
1.46 Describe:
The plan to periodically evaluate the data collected  determine whether subjects remain safe.  The plan might include establishing a data monitoring committee and a plan for reporting data monitoring committee findings to the IRB and the sponsor.
· What data are reviewed, including safety data, untoward events, and efficacy data.
· How the safety information will be collected (e.g., with case report forms, at study visits, by telephone calls with participants).
· The frequency of data collection, including when safety data collection starts.
· Who will review the data.
· The frequency or periodicity of review of cumulative data.
· The statistical tests for analyzing the safety data to determine whether harm is occurring.
· Any conditions that trigger an immediate suspension of the research.
[bookmark: _Toc211258240]Provisions to Protect the Privacy Interests of Subjects
1.47 Describe the steps that will be taken to protect subjects’ privacy interests. “Privacy interest” refers to a person’s desire to place limits on who can interact with them or access their information.
1.48 Describe what steps you will take to make the subjects feel at ease with the research situation in terms of the questions being asked and the procedures being performed. “At ease” does not refer to physical discomfort, but the sense of intrusiveness a subject might experience in response to questions, examinations, and procedures.
1.49 Describe any permissions the research team requires to access any sources of information about the subjects.
[bookmark: _Toc211258241]Compensation for Research-Related Injury
1.50 If the research involves more than Minimal Risk to subjects, describe the available compensation in the event of research related injury.
1.51 Provide a copy of contract language, if any, relevant to compensation for research-related injury.
[bookmark: _Toc208905437][bookmark: _Toc208905438][bookmark: _Toc208905439][bookmark: _Toc208905440][bookmark: _Toc208905441][bookmark: _Toc208905442][bookmark: _Toc208905443][bookmark: _Toc208905444][bookmark: _Toc208905445][bookmark: _Toc208905446][bookmark: _Toc208905447][bookmark: _Toc208905448][bookmark: _Toc208905449][bookmark: _Toc208905450][bookmark: _Toc208905451][bookmark: _Toc208905452][bookmark: _Toc208905453][bookmark: _Toc208905454][bookmark: _Toc208905455][bookmark: _Toc208905456][bookmark: _Toc208905457][bookmark: _Toc208905458][bookmark: _Toc208905459][bookmark: _Toc208905460][bookmark: _Toc208905461][bookmark: _Toc208905462][bookmark: _Toc208905463][bookmark: _Toc208905464][bookmark: _Toc208905465][bookmark: _Toc208905466][bookmark: _Toc208905467][bookmark: _Toc208905468][bookmark: _Toc208905469][bookmark: _Toc208905470][bookmark: _Toc208905471][bookmark: _Toc208905472][bookmark: _Toc208905473][bookmark: _Toc208905474][bookmark: _Toc208905475][bookmark: _Toc208905476][bookmark: _Toc208905477][bookmark: _Toc208905478][bookmark: _Toc208905479][bookmark: _Toc208905480][bookmark: _Toc208905481][bookmark: _Toc208905482][bookmark: _Toc208905483][bookmark: _Toc208905484][bookmark: _Toc211258242]Resources Available
1.52 Describe the resources available to conduct the research: For example, as appropriate:
· Justify the feasibility of recruiting the required number of suitable subjects within the agreed recruitment period. How many potential subjects do you have access to? What percentage of those potential subjects do you need to recruit?
· Describe the time that you will devote to conducting and completing the research.
· Describe your facilities.
· Describe the availability of medical or psychological resources that subjects might need as a result of the research.
· Describe your process to ensure that all persons assisting with the research are adequately informed about the protocol, the research procedures, and their duties and functions.
[bookmark: _Toc211258243]Multi-Site Research
1.53 Study-Wide Number of Subjects
· If this is a multicenter study, indicate the total number of subjects to be accrued across all sites.
1.54  Study-Wide Recruitment Methods
If this is a multicenter study and subjects will be recruited by methods not under the control of the local site (e.g., call centers, national advertisements) describe those methods. Local recruitment methods are described elsewhere in the protocol.
· Describe when, where, and how potential subjects will be recruited.
· Describe the methods that will be used to identify potential subjects.
Describe materials that will be used to recruit subjects. (Attach copies of these documents with the application. For advertisements, attach the final copy of printed advertisements. When advertisements are recorded for broadcast, attach the final version. You may submit the script prior to recording to avoid retakes, provided the IRB reviews the final version.)
· If this is a multi-site study where you are the lead investigator, describe the processes to ensure communication among sites. See HRP-830 - WORKSHEET - Communication and Responsibilities. All sites have the most current version of the protocol, consent document, and HIPAA authorization.
· All required approvals (initial, continuing review and modifications) have been obtained at each site (including approval by the site’s IRB of record).
· All modifications have been communicated to sites and approved (including approval by the site’s IRB of record) before the modification is implemented.
· All engaged participating sites will safeguard data, including secure transmission of data, as required by local information security policies.
· All local site investigators conduct the study in accordance with applicable federal regulations and local laws.
· All non-compliance with the study protocol or applicable requirements will be reported in accordance with local policy.
1.55 Describe the method for communicating to engaged participating sites (see HRP-830 - WORKSHEET - Communication and Responsibilities.):
Problems (inclusive of reportable events).
· Interim results.
· The closure of a study
1.56 If this is a multicenter study where you are a participating site/investigator, describe the local procedures for maintenance of confidentiality. (See HRP-830 - WORKSHEET - Communication and Responsibilities.)
· Where and how data or specimens will be stored locally?
· How long the data or specimens will be stored locally?
· Who will have access to the data or specimens locally?
· Who is responsible for receipt or transmission of the data or specimens locally?
· How data and specimens will be transported locally?
[bookmark: _Toc208904249][bookmark: _Toc211258244]Appendices
1.57 Provide any additional information relevant to management of the study, such as instructions for specialized procedures, charts, or workflow diagrams. You may also choose to upload these documents separately from the protocol under Local Site Documents. 
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