


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 ] 

Only use this template if you are confident your project is eligible for an exemption determination. To qualify for an exemption determination, ALL study activities must fit in one or more exempt categories. Review HRP-312- WORKSHEET – Exemption Determination for guidance.
If this protocol template is submitted and the project is not eligible for an exemption determination, you will be required to re-submit using the appropriate protocol document. 
If your study is secondary data or sample analysis ONLY, close this document and instead use HRP-503c – TEMPLATE SECONDARY RESEARCH PROTOCOL
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.
PROTOCOL TITLE:
Include the full protocol title.
PRINCIPAL INVESTIGATOR:
Name
Department
Telephone Number
Email Address
VERSION NUMBER/DATE:
Include the version number and date of this protocol.
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[bookmark: _Toc211258581]Study Summary

	Protocol Information 
	Description 

	Study Design
	

	Primary Objective
	

	Secondary Objective(s)
	

	Research Intervention(s)/ Investigational Agent(s) 
	

	Study Population
	

	Sample Size
	

	Study Duration for individual participants
	

	Study Specific Abbreviations/ Definitions 
	



1. [bookmark: _Toc211258582]Background
0.1 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.
0.2 Describe the relevant prior experience and gaps in current knowledge.
0.3 Describe any relevant preliminary data.
[bookmark: _Toc211258583]Objectives and End Points
0.4 Describe the purpose, specific aims, or objectives.
0.5 State the hypotheses to be tested.
0.6 Describe any primary or secondary study end points.
[bookmark: _Toc208905389][bookmark: _Toc211258584]Subject Population
0.7 Describe the general characteristics of the study participants.
0.8 List the inclusion and exclusion criteria for study participants.
[bookmark: _Toc211258585]Inclusion and Exclusion Criteria
0.9 Describe how individuals will be screened for eligibility. Indicate total number of subjects to be enrolled.
0.10 Describe the criteria that define who will be included or excluded in your study.
0.11 Describe the circumstances that would make the subject ineligible to continue on the study once included.
0.12 Indicate specifically whether you will include or exclude each of the following special populations: (You may not include members of the below populations as subjects in your research unless you indicate this in your inclusion criteria.)
· Adults unable to consent
· Individuals who are not yet adults (infants, children, teenagers)
· Pregnant women
· Prisoners – not eligible for exempt review. Use a different template.
[bookmark: _Toc211258586]Vulnerable Populations
0.13 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. Not eligible for exempt review. Use a different template.
· If the research involves prisoners, review HRP-415 - CHECKLIST - Prisoners to ensure that you have provided sufficient information. Not eligible for exempt review. Use a different template.
· 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. Review HRP-312- WORKSHEET – Exemption Determination to ensure your study qualifies for exempt review.
· 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: _Toc211258587]Recruitment Methods
0.14 Describe when, where, and how potential subjects will be recruited. If applicable, describe procedures for oral or written communication with the prospective subject or legally authorized representative that will be done for purposes of screening, recruiting, or determining eligibility.
0.15 Select and describe the methods that will be used to identify potential subjects, including the plan to review medical records. 
· 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
	☐ Record Review

	☐ Letter
	☐ MyChart (must upload completed COE MyChart template) 

	☐ News Advertisement
	☐ Other (Describe)


0.16 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). 
0.17 [bookmark: _Toc207014194]For information contained in private/protected records, explain how the researcher has legitimate access to these records according to institutional policy, FERPA, HIPPA, or other regulations. 
[bookmark: _Toc207014196][bookmark: _Toc208991435][bookmark: _Toc207014197][bookmark: _Toc208991436][bookmark: _Toc207014198][bookmark: _Toc208991437][bookmark: _Toc207014199][bookmark: _Toc208991438][bookmark: _Toc207014200][bookmark: _Toc208991439][bookmark: _Toc207014201][bookmark: _Toc208991440][bookmark: _Toc207014202][bookmark: _Toc208991441][bookmark: _Toc207014203][bookmark: _Toc208991442][bookmark: _Toc207014204][bookmark: _Toc208991443][bookmark: _Toc207014205][bookmark: _Toc208991444][bookmark: _Toc207014246][bookmark: _Toc208991485][bookmark: _Toc211258588]Procedures Involved and Timeline
0.18 Describe and explain the study design. 
0.19 Describe all research procedures being performed and when they will be performed. 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.
0.20 If accessing or collecting existing data, describe:
· The data that will be collected during the study (e.g., demographics, medical record, etc.). Attach a data collection sheet or a comprehensive list of variables to be recorded 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.
· The source or location of the data (e.g., medical or student records, publicly available databases, external source, etc.)
0.21 If analyzing biological specimens, describe:
· How the biological specimens have been collected.
· How the biological specimens will be stored.
· How long the biological specimens will be stored.
· How the biological specimens will be used.
0.22 [bookmark: _Toc207014248]Describe:
· The duration of an individual subject’s participation in the study.
· The duration anticipated to enroll all study subjects.
· The estimated date for the investigators to complete this study (complete primary analyses).
0.23 Describe the sites or locations where your research team will conduct the research.
· Identify where research procedures will be performed.
· For research conducted outside of the organization and its affiliates describe: 
· Site-specific regulations or customs affecting the research for research outside the organization.
· Site-specific regulations or customs affecting the research for research outside the organization.
· Local scientific and ethical review structure outside the organization.
[bookmark: _Toc211258589]Cover Letter
0.24 [bookmark: _Toc207014255]Specify if you will interact with subjects either physically or through surveys, interviews, etc. Complete and attach HRP-502e– TEMPLATE COVER LETTER to your submission in WRAP. 
[bookmark: _Toc492992334][bookmark: _Toc492992602][bookmark: _Toc493022872][bookmark: _Toc492992335][bookmark: _Toc492992603][bookmark: _Toc493022873][bookmark: _Toc492992336][bookmark: _Toc492992604][bookmark: _Toc493022874][bookmark: _Toc208991488][bookmark: _Toc208991489][bookmark: _Toc208991490][bookmark: _Toc208991491][bookmark: _Toc211258590]Potential Risks and Benefits
0.25 List the reasonably foreseeable risks, discomforts, hazards, or inconveniences to the subjects related the subjects’ 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.
0.26 If applicable, indicate which procedures may have risks to the subjects that are currently unforeseeable.
0.27 If applicable, describe risks to others who are not subjects.
0.28 Describe the potential benefits that individual subjects may experience from taking part in the research. Include as may be useful for the IRB’s consideration, the probability, magnitude, and duration of the potential benefits.
0.29 Indicate if there is no direct benefit. 
0.30 Describe benefits to society or others.
[bookmark: _Toc211258591]Data Management and Confidentiality
0.31 Describe the data analysis plan, including any statistical procedures or power analysis.
0.32 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. 
[bookmark: _Toc208991494][bookmark: _Toc208991495][bookmark: _Toc208991496][bookmark: _Toc208991497][bookmark: _Toc208991498][bookmark: _Toc208991499][bookmark: _Toc208991500][bookmark: _Toc211258592]HIPAA
0.33 If you will review/access and/or collect/obtain Protected Health Information (PHI) during the study, select all that apply.
	☐ Obtaining Signed Authorization (either combined consent and authorization or stand-alone authorization)
	☐ Waiver of HIPAA Authorization for Recruitment/Screening Purposes Only (accessing medical record BEFORE obtaining signed authorization)

	☐ Waiver of HIPAA Authorization for Entire Study
	


· 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 your plan to maintain an accounting of disclosures. 
· Review HRP-441 -CHECKLIST – HIPAA Waiver of Authorization to ensure you have provided sufficient information for the IRB to make these determinations. 
· If you have selected a 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 from improper use and/or disclosure.
· The plan to destroy the identifiers collected under the waiver 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: _Toc207014263][bookmark: _Toc208991502][bookmark: _Toc208991503][bookmark: _Toc208991504][bookmark: _Toc208991505][bookmark: _Toc208991506][bookmark: _Toc208991507][bookmark: _Toc208991508][bookmark: _Toc208991509][bookmark: _Toc208991510][bookmark: _Toc208991511][bookmark: _Toc208991512][bookmark: _Toc208991513][bookmark: _Toc211258593]Provisions to Protect the Privacy Interests of Subjects
0.34 Describe the steps that will be taken to protect subjects’ privacy interests. “Privacy interest” refers to a person’s desire to place limits on whom they interact or whom they provide personal information.
0.35 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.
0.36 Indicate how the research team is permitted to access any sources of information about the subjects.
[bookmark: _Toc207014266][bookmark: _Toc208991515][bookmark: _Toc207014267][bookmark: _Toc208991516][bookmark: _Toc207014268][bookmark: _Toc208991517][bookmark: _Toc211258594]Subject Cost and Compensation
0.37 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. 
0.38 Describe any costs that subjects may be responsible for because of participation in the research (e.g. travel costs, parking fees, purchase of special materials, etc.) that are over and above the costs that would be incurred from standard care or services, were they not in this study. Indicate whether these costs will be reimbursed. In addition, describe any support that may be available to help defray costs to subjects.)
[bookmark: _Toc208991519][bookmark: _Toc208991520][bookmark: _Toc208991521][bookmark: _Toc208991522][bookmark: _Toc208991523][bookmark: _Toc208991524][bookmark: _Toc208991525][bookmark: _Toc208991526][bookmark: _Toc208991527][bookmark: _Toc207014271][bookmark: _Toc208991528][bookmark: _Toc207014272][bookmark: _Toc208991529][bookmark: _Toc207014273][bookmark: _Toc208991530][bookmark: _Toc207014274][bookmark: _Toc208991531][bookmark: _Toc207014275][bookmark: _Toc208991532][bookmark: _Toc207014276][bookmark: _Toc208991533][bookmark: _Toc207014277][bookmark: _Toc208991534][bookmark: _Toc207014278][bookmark: _Toc208991535][bookmark: _Toc207014279][bookmark: _Toc208991536][bookmark: _Toc207014280][bookmark: _Toc208991537][bookmark: _Toc207014281][bookmark: _Toc208991538][bookmark: _Toc207014282][bookmark: _Toc208991539][bookmark: _Toc207014283][bookmark: _Toc208991540][bookmark: _Toc207014284][bookmark: _Toc208991541][bookmark: _Toc207014285][bookmark: _Toc208991542][bookmark: _Toc207014286][bookmark: _Toc208991543][bookmark: _Toc207014287][bookmark: _Toc208991544][bookmark: _Toc207014288][bookmark: _Toc208991545][bookmark: _Toc207014289][bookmark: _Toc208991546][bookmark: _Toc207014290][bookmark: _Toc208991547][bookmark: _Toc207014291][bookmark: _Toc208991548][bookmark: _Toc207014292][bookmark: _Toc208991549][bookmark: _Toc207014293][bookmark: _Toc208991550][bookmark: _Toc207014294][bookmark: _Toc208991551][bookmark: _Toc207014295][bookmark: _Toc208991552][bookmark: _Toc207014296][bookmark: _Toc208991553][bookmark: _Toc207014297][bookmark: _Toc208991554][bookmark: _Toc207014298][bookmark: _Toc208991555][bookmark: _Toc207014299][bookmark: _Toc208991556][bookmark: _Toc207014300][bookmark: _Toc208991557][bookmark: _Toc207014301][bookmark: _Toc208991558][bookmark: _Toc207014302][bookmark: _Toc208991559][bookmark: _Toc211258595]Resources Available
0.39 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. For example, 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 an anticipated consequence of the human 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.
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