INSTRUCTIONS:
Use this supplement when submitting a sponsored protocol or alternate protocol document for WVU specific information. Attach the entire sponsored protocol or other protocol document as well as this supplement when submitting in WRAP. 	Comment by Kasandra Lambert: @Autumn Lindsay new finalized document
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 site supplement.
Revision History

	Revision #
	Version Date
	Summary of Changes
	Consent Change?

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


Note: Leave this section blank for the initial submission. The revision history should be documented for modifications to approved studies.



Table of Contents
1.0	Study Summary	3
2.0	Vulnerable Populations	3
3.0	Recruitment Methods	4
4.0	Consent Process	4
5.0	HIPAA	6
6.0	Study Interventions/Investigational Agents	7
7.0	Data and Specimen Banking	8
8.0	Sharing of Results	8
9.0	Inclusion and Exclusion Criteria	8
10.0	Local Number of Subjects	9
11.0	Withdrawal of Subjects	9
12.0	Data Management and Confidentiality	9
13.0	Provisions to Protect the Privacy Interests of Subjects	9
14.0	Compensation for Research-Related Injury	9
15.0	Subject Cost and Compensation	10
16.0	Setting	10
17.0	Resources Available	10
18.0	Appendices	11



[bookmark: _Toc492992582][bookmark: _Toc211258656][bookmark: _Toc367412798]Study Summary

	Protocol Information 
	Description

	Study Design
	

	Primary Objective
	

	Secondary Objective(s)
	

	Research Intervention(s)/ Investigational Agent(s) 
	

	Drugs/Devices used (including any IND/IDE # )
	

	Study Population
	

	Sample Size
	

	Study Duration for individual participants
	

	Study Specific Abbreviations/ Definitions 
	



[bookmark: _Toc208904178][bookmark: _Toc211258657]Vulnerable Populations
1.1 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: _Toc208904179][bookmark: _Toc211258658]Recruitment Methods
1.2 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.
1.3 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)



1.4 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. 
1.5 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: _Toc208904181][bookmark: _Toc211258659]Consent Process
1.6 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
	



1.7 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.
1.8 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.
1.9 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.  
1.10 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.
1.11 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 the WV, 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 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: _Toc208904182][bookmark: _Toc211258660]HIPAA
1.12 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)
	☐ Requesting Waiver of HIPAA Authorization for Recruitment/Screening Purposes Only (accessing medical record BEFORE obtaining signed authorization)

	☐ Requesting 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: _Toc208904184][bookmark: _Toc211258661]Study Interventions/Investigational Agents
1.13 Describe the study interventions and/or investigational agents (e.g., drug, device, or other intervention) being evaluated.
1.14 If the research involves drugs or devices, describe your plans to store, handle, and administer those drugs or devices so that they will be used only on subjects and only by authorized investigators.
1.15 Drugs: For studies involving IND exemptions, include a written statement in the protocol indicating that all the criteria for IND exemption have been met. For cases where the use of the drug is not identical to that described in the FDA approved labeling, explain how the research does not involve a route of administration, dosage level, use in a patient population, or any other factor that significantly increases the risks (or decreases the acceptability of the risks) associated with the use of the product. See HRP-306-Drugs and Biologics for additional information. For studies with an IND, identify the holder of the IND.
Devices: For studies involving an investigational device, describe the determination of IDE Exemption, Significant Risk (SR) or Non-Significant risk (NSR). For Non-Significant Risk (NSR) devices, sponsors or sponsor-investigators are responsible for making the initial risk determination and presenting it to the IRB. See HRP-307-WORKSHEET-Devices and HRP-418-CHECKLIST-Non-Significant Risk Device for additional information. 


	Device Status (copy table and complete for each device if more than one device will be studied)

	☐ FDA Approved Device – Approved Use
	☐ Investigational Device – Non-Significant Risk

	☐ FDA Approved Device – Unapproved Use
	☐ Investigational Device – Significant Risk


1.16 Explain procedures followed to comply with sponsor requirements for FDA regulated research for the following:
	FDA Regulation
	IND Studies
	IDE studies
	Abbreviated IDE studies

	21 CFR 11
	X
	X
	

	21 CFR 54
	X
	X
	

	21 CFR 210
	X
	
	

	21 CFR 211
	X
	
	

	21 CFR 312
	X
	
	

	21 CFR 812
	
	X
	X

	21 CFR 820
	
	X
	


1.17 Other: Identify whether the research involves recombinant or synthetic nucleic acid molecules (r/sNA; RNA, DNA), infectious agents, or biologically-derived toxins. This includes Human Gene Transfer, which is the deliberate transfer into human research participants of r/sNA via engineered cells/viruses/bacteria, or simply as DNA or RNA. See the NIH Guidelines for more specifics.  
1.18 IBC Number: If yes, also include IBC number. If no, put N/A.
[bookmark: _Toc209433307][bookmark: _Toc209433308][bookmark: _Toc209433309][bookmark: _Toc209433350][bookmark: _Toc211258662]Data and Specimen Banking
1.19 The sponsor’s protocol may require banking data or specimens for future use and both storage and use will be determined by the sponsor. If additional data or specimens will be banked locally 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.
1.20 List the data to be stored or associated with each specimen banked locally.
1.21 Describe the procedures to release locally banked 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: _Toc211258663]Sharing of Results 
1.22 Describe whether results (study results or individual subject results, such as results of investigational diagnostic tests, genetic tests, or incidental findings) will be shared with subjects or others (e.g., the subject’s primary care physicians) and if so, describe how it will be shared.
1.23 Describe plans to share study results with the public.
[bookmark: _Toc211258664]Inclusion and Exclusion Criteria
1.24 Describe any inclusion or exclusion criteria that will differ for your local site compared to the sponsor’s protocol.  For example, if the sponsor’s protocol allows the enrollment of children but your site will not enroll children, indicate that here. 
[bookmark: _Toc209433354][bookmark: _Toc209433355][bookmark: _Toc209433356][bookmark: _Toc209433357][bookmark: _Toc209433358][bookmark: _Toc209433359][bookmark: _Toc209433360][bookmark: _Toc211258665]Local Number of Subjects
1.25 Indicate the total number of subjects to be accrued locally.
1.26 If applicable, distinguish between the number of subjects who are expected to be enrolled and screened, and the number of subjects needed to complete the research procedures (i.e., numbers of subjects excluding screen failures.)
[bookmark: _Toc209433362][bookmark: _Toc211258666]Withdrawal of Subjects
1.27 Describe procedures that will be followed locally, if different than the sponsor’s protocol, when subjects withdraw from the research.
[bookmark: _Toc211258667]Data Management and Confidentiality
1.28 Describe the data analysis plan, including any statistical procedures or power analysis.
1.29 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.
1.30 Describe any procedures that will be used for quality control of collected data.
1.31 Describe the local procedures for maintenance of confidentiality.
· 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: _Toc211258668]Provisions to Protect the Privacy Interests of Subjects
1.32 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.
1.33 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.
1.34 Indicate how the research team is permitted to access any sources of information about the subjects.
[bookmark: _Toc211258669]Compensation for Research-Related Injury
1.35 If the research involves more than Minimal Risk to subjects, describe the available compensation in the event of research related injury.
1.36 Provide a copy of contract language, if any, relevant to compensation for research-related injury.
[bookmark: _Toc211258670]Subject Cost and Compensation 
1.37 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. 
1.38 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: _Toc209433368][bookmark: _Toc209433369][bookmark: _Toc209433370][bookmark: _Toc209433371][bookmark: _Toc209433372][bookmark: _Toc209433373][bookmark: _Toc209433374][bookmark: _Toc209433375][bookmark: _Toc209433376][bookmark: _Toc209433377][bookmark: _Toc209433378][bookmark: _Toc209433379][bookmark: _Toc209433380][bookmark: _Toc209433381][bookmark: _Toc209433382][bookmark: _Toc209433383][bookmark: _Toc209433384][bookmark: _Toc209433385][bookmark: _Toc209433386][bookmark: _Toc209433387][bookmark: _Toc209433388][bookmark: _Toc209433389][bookmark: _Toc209433390][bookmark: _Toc209433391][bookmark: _Toc209433392][bookmark: _Toc209433393][bookmark: _Toc209433394][bookmark: _Toc209433395][bookmark: _Toc209433396][bookmark: _Toc209433397][bookmark: _Toc209433398][bookmark: _Toc209433399][bookmark: _Toc209433400][bookmark: _Toc209433401][bookmark: _Toc209433402][bookmark: _Toc209433403][bookmark: _Toc209433404][bookmark: _Toc209433405][bookmark: _Toc209433406][bookmark: _Toc211258671]Setting
1.39 Describe the local sites or locations where your research team will conduct the research.
· Identify where your research team will identify and recruit potential subjects.
· 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: _Toc211258672]Resources Available
1.40 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.
[bookmark: _Toc211258673][bookmark: _Toc208904249]Appendices
1.41 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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