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This is a smart form. Form elements will appear or disappear depending on answers to previous questions.
Submission Type
*Indicate the type of submission and additional form elements will appear
Destination Institutional Review Board (IRB)
*Is this a submission to WCG's Single Review Solution (SRS)? 
Single Review Solution (SRS) is a WCG service offering in which our IRBs partner to review the protocol and sites under the umbrella of a single protocol review. Under this model, a Sponsor will agree to have the protocol and all central sites (e.g. private practices, research centers, clinics) reviewed by a lead IRB (CGIRB, Aspire, NEIRB or WIRB) and all institutional sites (e.g. hospitals, medical centers, universities) reviewed by WIRB.  The lead IRB will conduct the review of all protocol-level documents and central PI submissions, while individual PI submissions for institutions and medical centers are submitted to WIRB.  Contact the IRB if you have questions.
*To whom is this application being submitted? 
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For help, contact Aspire IRB at (877) 366-5414, (619) 469-0108, or email@aspire-irb.com
..\..\Logos\COPERNICUS GROUP LOGO_WCG_FORM.jpg
For help, contact Copernicus Group IRB at (888) 303-2224, (919) 465-4310 or irb@cgirb.com
..\..\Logos\MIDLANDS LOGO_WCG_FORM.jpg
For help, contact Midlands IRB at (800) 636-4445, (913) 385-1414, or tonig@mlirb.com
..\..\Logos\NEIRB_Logo_FORM.jpg
For help, contact New England IRB at (800) 232-9570, (617) 243-3924, or info@neirb.com
..\..\Logos\WIRB LOGO_WCG_FORM.jpg
For help, contact Western IRB at (800) 562-4789 or clientservices@wirb.com
Western IRB (WIRB) Institutional Services
*Will this research be conducted through an organization that has a contract or Master Services Agreement (MSA) to use Western IRB (WIRB) for IRB services? 
Provide the following information, if known: 
*Is this a submission to Western IRB's (WIRB) Clinical Pharmacology Unit Service? 
HUD Submission Requirements
If a HUD is being used in a clinical investigation (i.e., collection of safety and effectiveness data), whether for its HDE-approved indication(s) or for a different indication, change "Submission Type" above from "Physician submitting for approval of the clinical use of a Humanitarian Use Device (HUD)" to "New protocol and Principal Investigator (PI) (combined submission)."
  
Although HUD uses are not research, in this application: 
● "Principal Investigator (PI)" refers to the individual at the facility where the HUD will be used who ensures IRB requirements are followed
● "Research" refers to the HUD use
● "Subject" refers to the patient
● "Sponsor" refers to the HDE holder
 
See “FDA Guidance for HDE Holders, Institutional Review Boards (IRBs), Clinical Investigators, and Food and Drug Administration Staff Humanitarian Device Exemption (HDE) Regulation: Questions and Answers” for more information about requirements for use of HUDs.
Single Patient Expanded Access Requirements
On June 2, 2016, FDA released three new documents regarding expanded access - a guidance document titled "Expanded Access to Investigational Drugs for Treatment Use — Questions and Answers," a guidance document titled "Charging for Investigational Drugs Under an IND — Questions and Answers," and a final version of the "FDA form 3926 Individual Patient Expanded Access Investigational New Drug Application (IND)."
 
For more information on expanded access go to: http://www.fda.gov/NewsEvents/PublicHealthFocus/ExpandedAccessCompassionateUse/default.htm.
 
In order to request review for a single-patient expanded access, provide the following information: 
● This form with all required questions marked with a * answered
● Completed FDA form 3926 Individual Patient Expanded Access Investigational New Drug Application (IND).
● Consent document, if available
● Documentation of FDA IND Number, if available 
● Investigator Brochure (IB), a reference to existing information, or supporting literature 
● Curriculum vitae (CV) for the treating physician, if a current one is not already on file with the IRB
● Medical License for the treating physician (showing the expiration date), if a current one is not already on file with the IRB
 
Although Single Patient Expanded Access represents clinical care, FDA regulates Single Patient Expanded Access under its regulations for clinical trials. Therefore, in this application: 
● "Principal Investigator (PI)" refers to the treating physician prescribing the investigational (unapproved) drug
● "Research" refers to the treatment of the single patient with the investigational drug
● "Subject" and "subjects" refer to the single patient being treated with the investigational drug
● "Sponsor" refers to the entity that is supplying the investigational drug. 
 
You will not be billed for this review.
 
If you have any questions, need help in filling out this form, need assistance in creating a consent document, or if we can be of further assistance, contact us.
 
If, after submitting the requested information, the patient’s condition changes such that he/she no longer needs approval of the single patient expanded access request, notify us at your earliest opportunity. 
Single Patient Expanded Access Information
*Is the patient scheduled to receive the investigational drug?
The IRB cannot provide a review sooner than 3 business days from receipt of a completed request. If the patient needs treatment before that to prevent death or disability, use the form on the IRB Web site for Emergency Use.
Protocol Information
Principal Investigator (PI) Information
Tell us how to contact the Principal Investigator (PI)
Mailing address:
Principal Investigator (PI) Transfer
*Is the Principal Investigator (PI) taking over oversight from another PI?
..\..\..\..\Pictures\warning-sign1.gif
Submit written permission from the sponsor to take oversight of this research. If the research is investigator-initiated, the sponsor is the Principal Investigator (PI) from whom oversight is being taken.
Tell us about the Principal Investigator (PI) from whom the PI is taking oversight
*Are there currently enrolled subjects?
*Has there been any new information that requires reporting to the IRB according to "POLICY: Prompt Reporting Requirements (HRP-071)" that has not been reported to the IRB?
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Submit the "Promptly Reportable Information Submission Form" available on the IRB Web site to report previously unreported items.
Sponsor Contacts
*Does your site have a sponsor contact for this research?
Tell us how to contact the sponsor
Sponsor Contact
To remove this contact
Mailing address:
To add a contact
Contract Research Organization (CRO) Contacts
*Is a Contract Research Organization (CRO) involved in the research?
Tell us how to contact the Contract Research Organization (CRO)
*Does your site have a Contract Research Organization (CRO) contact for this research?
Tell us how to contact the Contract Research Organization (CRO)
Contract Research Organization (CRO) Contact
To remove this contact
Mailing address:
To add a contact
Site Management Organization (SMO) Contacts
*Is a Site Management Organization (SMO) involved in the research?
Tell us how to contact the Site Management Organization (SMO)
Site Management Organization (SMO) Contact
To remove this contact
Mailing address:
To add a contact
Site Contacts
*Are there any coordinators or other designated contacts for this research other than the PI?
Tell us how to contact them
Site Contact
To remove this contact
Mailing address:
To add a contact
Countries Where the IRB Will Have Oversight
Tell us the countries in which the research will be conducted under the oversight of this IRB, and provide site estimates for each country
*Country
*Total number of sites, including sites not reviewed by a WCG IRB
*Number of central sites to be reviewed by a WCG IRB
*Number of institutional sites to be reviewed by a WCG IRB
*Number of sites to be reviewed by a WCG IRB
Supplemental questions for international research
*Are there any laws in this country regarding human subject research? Include laws related to:
● IRB/ethics committee review
● Local IRB/ethics committee review
● Government approval
● Obtaining informed consent
● Compensation of subjects who are injured while taking part in research
● Involvement of vulnerable populations (e.g., indigenous persons, children, pregnant women, and cognitively impaired individuals) in research
*Are there important factors that may affect the ethical acceptability or conduct of this research, such as socioeconomic conditions, ethnic diversity, or religious beliefs? 
*Are there any professional codes (or medical ethics codes if applicable) that govern the conduct of researchers in this country? 
*What is the local attitude toward human subject research? 
*Is the approval of governmental agencies or officials required to conduct research in this country?
*Will a local IRB or ethics committee review this research? 
*Contact information for the IRB or Ethics Committee chair or representative 
Mailing address:
To add a country
Study Information Estimates
Estimate some information so we can make sure we can anticipate the sponsor's needs
*Who will submit IND safety reports? (e.g., MedWatch, SUSAR, CIOMS)
Study Information Estimates
For information only. For multicenter trials, this estimate will not be considered an enrollment limit.
Prior IRB Review
*Has another IRB reviewed this research and decided to table, defer, disapprove, suspend, terminate, or decline to approve it?
*Has another IRB reviewed this research for this site and decided to table, defer, disapprove, suspend, terminate, or decline to approve it?
*Is IRB oversight being transferred to this IRB from another IRB?
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Submit a completed "IRB Transfer" form available on the IRB Web Site along with copies of consent documents approved by the previous IRB
Risk Level
*What is the level of risk to subjects? 
Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests
Investigator-Initiated Research
*Is this research investigator-initiated?
Investigator-initiated research is when the protocol design is directed by the investigator, a member of the investigator's research team, or a student or other person supervised by the investigator.
*Is this Principal Investigator (PI) the only PI conducting this research?
Federal Oversight
*Will data be submitted to or held for inspection by the US Environmental Protection Agency?
*Is this research funded or supported by a United States federal department or agency?
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Submit written documentation of your Federalwide Assurance(s) (FWA) for your research locations if not already on file with the IRB, and if your organization does not have a Master Services Agreement (MSA) or Institutional Authorization Agreement with this IRB, submit a completed "Reliance Agreement" available from the IRB Web site.
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Submit a copy of the complete grant or contract if the Principal Investigator (PI) or the PI's institution is the awardee of the grant.
Select the federal agency funding the research
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Submit:
1. Completed "Addendum for Department of Defense Funded Research" available on the IRB Web site
2. The agreement between organizations that specifies the roles and responsibilities of each party.
3. The specific requirements of research under the Department of Defense Addendum.
Clinical Trial Information
*Is the research a clinical trial of a drug, biologic, device, or medical procedure?
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Submit the Health Canada "No Objection Letter" or a written explanation describing when one will be available or why there is no “No Objection Letter”
*Is the Investigator's Brochure, Package Insert or Product information available on-line?
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Submit the Investigator's Brochure, Package Insert or Product information for drugs or devices whose risks are included in the proposed informed consent document.
*Will data be submitted to or held for inspection by the US Food and Drug Administration (FDA)?
*Is the research being conducted under an Investigational New Drug Application (IND)?
*Is the research being conducted under an Investigational Device Exemption (IDE)?
*Is the research being conducted to evaluate an FDA-approved device?
*Does the investigator hold the IND or IDE?
..\..\..\..\Pictures\warning-sign1.gif
Submit information from FDA documenting the IND or IDE number.
*Is the research being conducted under the Abbreviated IDE (NSR) requirements?
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Submit a brief explanation of why the device is not a significant risk device.
*Will the research be posted on ClinicalTrials.gov?
Gene Transfer
*Does this research involve any form of human gene transfer as described in Section III-C of the NIH Guidelines?
*Has this protocol been registered with the NIH Office of Science Policy (OSP)?
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Submit the OSP registration number, Appendix M responses, and all RAC (Recombinant DNA Advisory Committee) correspondence.
*Will the protocol need to be registered with OSP?
*Do you want the IRB to provide an IRB letter regarding the need for RAC (Recombinant DNA Advisory Committee) review for your OSP submission?
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Submit the Appendix M responses and all other documents required for your OSP submission.
Subject Payment
*Will subjects be paid or reimbursed for participation?
*Will the sponsor or CRO provide any payment or reimbursement in addition to that paid by the sites?
Provide subject payment language, including the amounts per visit and the schedule and timing of payments, using one of the methods described below.
*Are sites required to follow the same amount and timing of payments?
For each consent document or script, provide the title or description of the document, the amount of subject payment, and when they will be paid.
Subject Payment Information
To remove consent
To add a consent
Recruitment Bonuses
*Will the Principal Investigator (PI) or research team offer recruitment bonuses? (Extra payments tied to the rate or timing of recruitment or enrollment)
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Submit any sponsor correspondence or materials describing the recruitment bonus program, or a copy of the budget for the research.
*Who will receive the bonus? Select all that apply.
Vulnerable Populations
*Indicate the subject populations that will participate in this research. Select all that apply (Note: Individuals from the populations listed below may not be enrolled unless checked.)
● Individuals engaged in the research will have no part in determining the viability of a neonate
● Vital functions of the neonate will not be artificially maintained
● The research will not terminate the heartbeat or respiration of the neonate
● Individuals engaged in the research will have no part in determining the viability of a neonate
● No inducements, monetary or otherwise, will be offered to terminate a pregnancy
● Individuals engaged in conducting the research will have no part in any decisions as to the timing, method, or procedures used to terminate a pregnancy
● Individuals engaged in conducting the research will have no part in determining the viability of a neonate
● Parole boards will not take into account a prisoner’s participation in the research in making decisions regarding parole
Other Populations
*Indicate the subject populations that will participate in this research. Select all that apply (Note: Individuals from the populations listed below may not be enrolled unless checked.)
Translations
*Will you need translated documents? (Documents for subjects must be translated into a language understandable by the subject. All translated documents must be IRB approved before use)
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Submit a completed "Translation Request" form available on the IRB Web Site
For studies using WCG's Single Review Service (SRS), translations will be facilitated by the IRB overseeing the site. Sites overseen by the lead IRB will be facilitated by the lead IRB. Sites overseen by an IRB that relies on the lead IRB will be facilitated by the relying IRB.
Alternatives
*If a potential subject elects to not take part in the research are there any alternative procedures or courses of treatment that might be advantageous to the subject? 
HUD Consent Preference
*Indicate the Principal Investigator's (PI's) consent document preference.  
● If this IRB has already approved the Humanitarian Use Device (HUD) use at another facility, a consent document may already have been approved by the IRB. Note that if approval of a consent document is requested, the approved consent document must be used. Also note that the IRB may require use of an approved consent document as part of its approval.
Consent
*Will the informed consent of subjects or their representatives be obtained?
Consent Waiver
*Does the research involve a waiver of consent? Check all that apply.
Consent Waiver for In Vitro Diagnostic Device Studies Using Leftover Human Specimens that are Not Individually Identifiable
*Does the investigation evaluate an in vitro diagnostic test, where the testing: (i) is non-invasive; (ii) does not require an invasive sampling procedure that presents significant risk, (iii) does not by design or intention introduce energy into a subject, and (iv) is not used as a diagnostic procedure without confirmation of the diagnosis by another, medically established diagnostic product or procedure?
*Does the research use leftover specimens, that is, remnants of specimens collected for routine clinical care or analysis that would have been discarded, or specimens obtained from specimen repositories or leftover specimens that were previously collected for other research purposes?
*Are the specimens not individually identifiable, i.e., the identity of the subject is not known to and may not readily be ascertained by the investigator or any other individuals associated with the investigation, including the sponsor? If the specimen is coded, it will be considered to be not individually identifiable if neither the investigator(s) nor any other individuals associated with the investigation or the sponsor can link the specimen to the subject from whom the specimen was collected, either directly or indirectly through coding systems.
*Does any clinical information accompany the specimens? 
*Does the clinical information make the specimen source identifiable to the investigator or any other individual associated with the investigation, including the sponsor?
*Are individuals caring for the patients different from, and will not share information about the patient with, those conducting the investigation?
*Are the specimens provided to the investigator(s) without identifiers and the supplier of the specimens has established policies and procedures to prevent the release of personal information?
The above answers indicate that this research does not fit the requirements for a waiver of consent under the FDA guidance titled "Informed Consent for In Vitro Diagnostic Device Studies Using Leftover Human Specimens that are Not Individually Identifiable"
Consent Setting
*Indicate the setting of the consent process. Select all that apply.
Consent Process
Provide information about the site's process of consent 
*Will the research team do all of the following?
● Give the person providing informed consent as much time as they need to make a decision.
● If the person providing informed consent needs more time than is allowed by the research design, not enroll the prospective subject.
● Evaluate whether the person providing informed consent is experiencing time pressure to make a decision, and if so, do not enroll the prospective subject, even if the person providing informed consent agrees to be in the research.
● Ensure there is no threat of harm or adverse consequences to the prospective subject for a decision to not take part in the research.
● Stop the informed consent process once the person providing consent indicates that he or she does not want to take part in the research.
● Evaluate whether the person providing informed consent is being coerced or unduly influenced by others to take part in the research, and if so, not enroll the prospective subject, even if the person providing informed consent agrees to be in the research.
● Communicate in the preferred language of the person providing informed consent.
● Adapt the presentation of the information to the subject's capacities in terms of intelligence, rationality, maturity and language.
● Invite and answer questions from the person providing informed consent.
● Evaluate whether the person providing informed consent understands the information provided, and not enroll a prospective subject who does not understand, even if that person providing informed consent agrees to be in the research.
● Ensure that no information is provided to the prospective subject or the person providing informed consent that is made to waive or appear to waive any of the prospective subject’s legal rights, or releases or appears to release the investigator, the sponsor, the institution or its agents from liability for negligence.
● Communicate to the person providing informed consent all the information in the consent document or script approved by the IRB.
● Not enroll a prospective subject when the person obtaining informed consent is unwilling to listen to or consider the information, even if the person providing informed consent agrees to be in the research.
Consent by Legally Authorized Representatives (LAR)
*How will the staff verify who constitutes an LAR in the state in which the procedures are conducted? Select all that apply
Consent Documentation
*Will informed consent be documented in writing?
When subjects do not speak English, consent documents and scripts have to be translated into the subject's language and be IRB approved before use.
*Will the research team do all of the following?
● The investigator will give the person providing consent adequate opportunity to read the consent document before it is signed and dated
● The consent document will be signed and dated by the person providing consent
● The consent document will be signed and dated by the person obtaining consent
● A signed and dated copy of the consent document will be given to the person providing consent
● For clinical a clinical trial: If the person proving consent cannot read, an individual who is independent of the trial, who cannot be unfairly influenced by people involved with the trial ("impartial witness") will be present during the entire informed consent discussion and will sign and date the consent document to attest that the information in the consent document and any other written information was accurately explained to, and apparently understood by, the person providing consent.
Will you use a script or information sheet to provide consent information to subjects?
Consent Customization
*Should the names of any sub-investigators or research coordinators also appear on the consent document or script? The IRB routinely includes the name and contact information of the Principal Investigator, and if applicable, the Co-Principal Investigator (unlike sub-investigators, Co-Principal Investigators share total responsibility for the conduct of the research).
*Are those sub-investigator and research coordinator names in the submitted consent document or script?
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Submit a consent document or script with sub-investigator and research coordinator names.  
Names of sub-investigators and coordinators to include on the consent document or script
*Select role
To add a sub-investigator or coordinator contact
*Are the contact names and numbers for subject use in the submitted consent document or script?
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Submit a consent document or script with contact names and numbers for the subject to contact for questions about the research and for research-related injury. 
Provide contact information for subjects as it should appear in the submitted consent documents or scripts
Contacts for questions about the research
To add a contact for questions
Contacts for whom to contact about research-related injury
To add a contact for research-related injury
*Do you wish to submit additional site-specific wording?
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Start with the current version of the IRB-approved template consent document or script (available from Connexus or by contacting us) and make the requested modifications using "tracked changes" or otherwise marking your additions clearly. Include that document in this submission. 
HIPAA Waiver of Authorization
These questions apply to a protocol level waiver that can be used by any site that agrees to rely on the waiver.
*Select all that apply to this research
The protected health information:
● Will be protected as described in the above section on "Confidentiality." 
● Will not be reused or disclosed to any other person or entity, except as required by law, for authorized oversight of the research, or for other research for which the use or disclosure of the protected health information would be permitted.
Research Personnel
*Indicate the number of key research staff that will assist in this research:
Training
*Indicate the types of human research subjects protection training that the Principal Investigator (PI) and the PI's research staff have had on the protection of human research subjects and that new research staff will have. Select all that apply.
*Indicate the types of training that the new research staff have had on the protection of human research subjects. Select all that apply.
All investigators and research staff must be trained on ethics and regulation of human subject protections before review of new research. All investigators and research staff must also be trained on Good Clinical Practice (GCP) before review of new research. Possible trainings are listed above. 
Principal Investigator (PI) Licensure 
Go to https://npiregistry.cms.hhs.gov/ to look up an NPI#
Medical Licenses
To add a license
Principal Investigator (PI) Specialty
*What are the demographics of the PI's patient/subject population?
What are the specialties of the site?
Investigator and Research Personnel History
*Has the Principal Investigator (PI) or any other personnel who will be involved in this research ever been issued any of the following:
 ● At any time in the past: 
o Conviction of a crime
o FDA Warning Letter
o NIDPOE (Noticed of Initiation of Disqualification Proceedings and Opportunity to Explain)
o Suspension or termination by an IRB
o Suspension by a federal or governmental agency (such as FDA, HHS, or Health Canada)
o OHRP Determination Letter, Health Canada Inspection Letter or similar 
● Within the past five years: 
o Form FDA 483
To add an item or individual
*Are all related documents including resolution steps on file with this IRB? 
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Provide copies of all documents related to the issued determination including a description of the resolution steps.
*Has the Principal Investigator (PI) or any other personnel who will be involved in this research ever had any of the following denied, revoked, suspended, reduced, limited, placed on probation, not renewed, relinquished, sanctioned, fined, or subject to disciplinary action?
● Clinical privileges at any site
● DEA licensure 
● Fellowship/board certification 
● Medical licensure in any state, nation, or province 
● Membership on any hospital staff
● Prescribing privileges 
● Professional sanctions including fines and public reprimands
● Professional society membership
● Research privileges at any site
To add an item or individual
*Are all related documents including resolution steps on file with this IRB? 
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Provide copies of all documents related to the sanction including a description of the resolution steps.
*Is there any action or investigation currently pending before any court of law, federal agency, or state licensing board concerning the professional conduct of the Principal Investigator (PI), or any other personnel who will be involved in this research in that individual's capacity as a research investigator or as a clinician? 
To add an item or individual
*Are all related documents including resolution steps on file with this IRB? 
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Provide copies of all documents related to the pending action or investigation including a description of the resolution steps.
Principal Investigator (PI) Experience
*Does the PI have more than one year of human subject research experience? 
*Does the PI conduct clinical trials? 
Provide an estimate  if exact number is unknown
Financial Interest Disclosure
*Does the Principal Investigator (PI), the PI's immediate family, or any other research personnel or their immediate families, have any of the following financial interests in an entity that is sponsoring the research, or an entity that is manufacturing the product or service being tested?
*Do any of the new research personnel or their immediate families have any of the following financial interests in an entity that is sponsoring the research, or an entity that is manufacturing the product or service being tested?
● Any remuneration from the entity in the previous twelve months that exceeds $5,000, when aggregated for the individual and their immediate family. (Remuneration includes salary and any payment for services not otherwise identified as salary, such as consulting fees, honoraria, or paid authorship)
● Any equity interest in the entity. (Equity interest includes any stock, stock option, or other ownership interest)
● Any intellectual property rights and interests (e.g., patents, copyrights)
● Any governance or executive relationship with the entity (e.g., board of director, CEO)
For each individual with a financial interest provide the information in the "Financial Interest Disclosure Details" section below. 
If this disclosure changes, you are required to update this information within 5 business days. 
*Has there been a change to the most recent financial disclosure made to the IRB of the Principal Investigator (PI), the PI's immediate family, or any other research personnel or their immediate families in any of the following financial interests in an entity that is sponsoring the research, or an entity that is manufacturing the product or service being tested?
● Any remuneration from the entity in the previous twelve months that exceeds $5,000, when aggregated for the individual and their immediate family. (Remuneration includes salary and any payment for services not otherwise identified as salary, such as consulting fees, honoraria, or paid authorship)
● Any equity interest in the entity. (Equity interest includes any stock, stock option, or other ownership interest)
● Any intellectual property rights and interests (e.g., patents, copyrights)
● Any governance or executive relationship with the entity (e.g., board of director, CEO)
For each individual with a financial interest Provide the information in the "Financial Interest Disclosure Details" section below. 
If this disclosure changes, you are required to update this information within 5 business days. 
Financial Interest Disclosure Details
Name of the individual with the financial interest
To remove this disclosure
Check all that apply
(stock, options, etc. - Does not include diversified mutual funds or similar instruments in which shareholder has no control over the equities held by the fund.)
If this disclosure changes, you are required to update this information within 5 business days. 
To add an individual with a financial interest
Site Addition
Site
Remove from list of sites to add
Effective Date
Site Address
Physical address:
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Submit the budget for the research
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Submit the Health Canada “No Objection Letter” or a written explanation describing when one will be available or why there is no “No Objection Letter”
Phone numbers for subject use
What phone numbers are subjects seen at this site to call for questions or research-related injury?
International Research
*Are there any laws in this country regarding human subject research? Include laws related to:
● IRB/ethics committee review
● Local IRB/ethics committee review
● Government approval
● Obtaining informed consent
● Compensation of subjects who are injured while taking part in research
● Involvement of vulnerable populations (e.g., indigenous persons, children, pregnant women, and cognitively impaired individuals) in research
*Are there important factors that may affect the ethical acceptability or conduct of this research, such as socioeconomic conditions, ethnic diversity, or religious beliefs? 
*Are there any professional codes (or medical ethics codes if applicable) that govern the conduct of researchers in this country? 
*What is the local attitude toward human subject research? 
*Is the approval of governmental agencies or officials required to conduct research in this country?
*Will a local IRB or ethics committee review this research? 
*Contact information for the IRB or Ethics Committee chair or representative 
Mailing address:
Local Context
*What are the community attitudes towards the conduct of research in the area around this site? Select one. 
*Are there any state or local laws where the research will be conducted that would impose stricter requirements for research than those posed by the regulations? 
Local Jurisdiction
*Does a local IRB have jurisdiction over research at this site? (If this site is covered by a Master Services Agreement (MSA) or is a member of our Global Research Network (GRN), you may check "No")
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Submit a "Reliance Agreement" available on the IRB Web Site 
Site Function
*Which of the following best describes this site's function? Select one. 
Emergency Procedures
*Does this site have all emergency equipment, personnel, and procedures required by the protocol? 
Additional Resources
Indicate any additional resources. Select all that apply. 
Click here to add a site:
Site Distance
*Is there more than one site? 
*Is the distance between any site and the main site greater than 50 miles (80 kilometers)? 
Subject Recruitment
*How will subjects be recruited for this research? Select all that apply.
Confidentiality
Confidentiality refers to the agreements regarding how data will be managed and used. 
*Indicate the procedures that will be followed to maintain the confidentiality of data collected about the subject.
Select all that apply. Click here to select all:
*Will confidential data stored on desktop computers/servers be password protected and encrypted?
*Will confidential data stored on mobile devices? (e.g., laptops, netbooks, tablets, cell phones) be password protected and encrypted?
*Will confidential data stored on removable media (e.g., USB drives, removable hard drives, CD, DVD) be password protected and encrypted?
*Will confidential data transmitted over the Internet be encrypted  (e.g., SSL, TSL, VPN)?
*Will confidential data transmitted by e-mail use SECURED e-mail?
*Do you comply with HIPAA?
Privacy
Privacy refers to persons’ interest in controlling the access of others to themselves, such as the ability to control who sees them, hears them, touches them, and has access to their private information. Additional privacy interests include the time and place where individuals provide information, the nature of the information provided by the individuals, the nature of the individual's experiences during the trial, and who receives and can use the information.
*What procedures will be followed to protect privacy of subjects? Select all that apply.
*Will procedures be performed in a private setting?
New Jersey Requirements for Inclusion of Decisionally Impaired Subjects
*Does the research involve obtaining the consent of legally authorized representatives of subjects with cognitive impairments, lack of capacity, or serious physical or behavioral conditions and life-threatening diseases?
*Is this medical research?
● Prior to enrolling a subject in medical research based on the consent of a legally authorized representative, an attending physician with no connection to the research must make a determination with reasonable certainty that the potential subject is unable to voluntarily reason, understand, and appreciate the nature and consequences of the proposed health research interventions, including the subject's diagnosis and prognosis, the burdens, benefits, and risks of, and alternatives to, any such research, and is unable to reach an informed decision. The determination must also describe the likelihood that the subject will regain decision-making capacity (New Jersey Statute 26:14-5).
● An individual who can attest that the requirements for informed consent to the medical research have been satisfied must sign and date the consent document. This individual cannot be the subject, the subject’s guardian or representative, or a member of the research team. 
● One or more of the following individuals will provide consent for the subjects to participate in the research in descending order of priority:
1. The guardian, if the guardian has authority to make health care decisions for the subject
2. The health care representative of the subject named in an advance directive for health care
3. The spouse or civil union partner of the subject
4. The domestic partner of the subject [see Section 3 of P.L.2003, 2c.246 (C.26:8A-3)]
5. An adult son or daughter of the subject
6. A custodial parent of the subject
7. An adult brother or sister of the subject
8. An adult grandchild of the subject
9. An available adult relative with the closest degree of kinship to the subject 
● When there are two or more available persons who may provide consent for the subject and who are in the same order of priority, if any of those persons expresses dissent as to the participation of the person in the research, consent is not given and the subject cannot participate.
● When there are two or more available persons who are in different orders of priority, refusal to consent by a person who is a higher priority LAR shall not be superseded by the consent of a person who is a lower priority LAR.
● When the attending physician determines that the potential subject is unable to consent, the determination will be given to the subject and to at least one person in the list of surrogates below. 
● Potential subjects will not be enrolled in medical research if he/she objects to the determination of incapacity made by the attending physician unless a court with jurisdiction adjudicates the patient is incompetent.
● Potential subjects will not be enrolled in medical research if he/she objects to participation in the proposed research. 
● In addition to providing a copy of the written consent document to the legally authorized representative (LAR), the principal investigator or a designated staff member must verbally go over each element included in the written consent document with the LAR. This verbal information must be provided in non-technical terms and in a language in which the LAR is fluent.
● The following conditions will apply when surrogate consent is given:
1. The person providing consent will have reasonable knowledge of the subject.
2. Decisions will be made in accordance with the subject’s health care instructions or wishes or in accordance with the LAR’s best estimation of what the subject would have chosen if the subject were capable.
3. When two or more persons in the same order of priority are available to consent, the dissent of any of these persons will invalidate consent.
4. Consent from a person in a lower priority will not override the refusal to consent by a person who is a higher priority.
5. The LAR will not be paid for providing consent. 
6. If the potential subject previously executed an advanced directive and participation in the research conflicts with the provisions of the advanced directive, then the subject will not be included in the research.
Biospecimens
*Will biologic samples be obtained?
Billing Information
Provide the billing information for this review
*How do you want invoices to be sent to the billing contact? 
Billing Contact
*Tell us to whom to send bills for this review:
Mailing address:
Completion of Form
*Tell us who is completing this form.
Mailing address:
Required Attachments
To avoid processing delays, remove security/password protection from all submitted documents.
Submit the following documentation:
● This form with all questions marked with a * answered 
● Final protocol (or most recent version with any applicable amendments)
● Supporting documents
● All information intended to be seen or heard by subjects, including:
○ Consent documents (in Microsoft Word compatible format)
○ Information sheets (in Microsoft Word compatible format)
○ Advertisements and recruitment scripts (Advertisements and recruitment materials and changes to advertisements and recruitment materials must be IRB approved before their use) 
● For Canadian sites, you may submit a maximum budget that the IRB can approve with the expectation that the final budget for each site will not exceed the maximum budget.
● Curriculum vitae for the Principal Investigator, if a current one is not already on file with the IRB
● Advertisements and recruitment scripts specific to your site (Advertisements and recruitment materials and changes to advertisements and recruitment materials must be IRB approved before their use) 
● Final protocol (or most recent version with any applicable amendments)
● Supporting documents
● All information intended to be seen or heard by subjects, including:
○ Consent documents (in Microsoft Word compatible format)
○ Information sheets (in Microsoft Word compatible format)
○ Advertisements and recruitment scripts (Advertisements and recruitment materials and changes to advertisements and recruitment materials must be IRB approved before their use) 
● Curriculum vitae for the Principal Investigator, if a current one is not already on file with the IRB
● Medical license(s) for the Principal Investigator showing the expiration date, if a current one is not already on file with the IRB
● A copy of the HDE approval order
● A description of the device
● The product labeling
● The patient information packet, if one accompanies the HUD
● A summary of how the physician proposes to use the device, including:
○ A description of any screening procedures
○ The HUD procedure
○ Any patient follow-up visits, tests or procedures
● Consent documents in Microsoft Word format (if they will be used)
● Medical license(s) for the Principal Investigator (PI) showing the expiration date, if a current one is not already on file with the IRB 
● Curriculum vitae for the Principal Investigator (PI), if a current one is not already on file with the IRB 
● Completed FDA Form 3926 Individual Patient Expanded Access Investigational New Drug Application (IND)
● Consent document, if available
● Documentation of FDA IND Number, if available 
● Investigator Brochure (IB), a reference to existing information, or supporting literature 
● Medical license(s) for the treating physician showing the expiration date, if a current one is not already on file with the IRB 
● Curriculum vitae (CV) for the treating physician, if a current one is not already on file with the IRB
Attachments Required Based on Previous Answers
..\..\..\..\Pictures\warning-sign1.gif
Based on previous answers, submit the following additional documentation with the application:
 
Your submission may be placed on hold if any of the attachments outlined below are missing or incomplete.
Reason
● Written permission from the sponsor to take oversight of this research (If the research is investigator-initiated, the sponsor is the Principal Investigator (PI) from whom oversight is being taken.)
It was indicated that oversight is being transferred from another Principal Investigator (PI).
● The "Promptly Reportable Information Submission Form" available on the IRB Web site to report previously unreported items.
It was indicated that oversight is being transferred from another Principal Investigator and that there is new information that requires reporting to the IRB according to "POLICY: Prompt Reporting Requirements (HRP-071)" that has not been reported to the IRB.
● A completed "IRB Transfer" form available on the IRB Web Site along with copies of consent documents approved by the previous IRB
It was indicated that IRB oversight is being transferred to this IRB from another IRB.
● Written documentation of your Federalwide Assurance(s) (FWA) for your research locations or indicate that this is already on file with the IRB
● A completed Reliance Agreement (Not necessary if your organization has a Master Services Agreement (MSA) or Institutional Authorization Agreement with this IRB).
It was indicated that this research is funded by a federal department or agency.
● A copy of the complete federal grant or contract
It was indicated that this research is funded by a federal department or agency.
● For Department of Defense Research:
1. Completed "Addendum for Department of Defense Funded Research" available on the IRB Web site
2. The agreement between organizations that specifies the roles and responsibilities of each party.
3. The specific requirements of research under the Department of Defense Addendum.
It was indicated that the Department of Defense (DOD) was funding this research.
● Submit the Health Canada “No Objection Letter” or a written explanation describing when one will be available or why there is no “No Objection Letter”
It was indicated that this was a clinical trial of a drug or device that would be conducted in Canada.
● The Investigator's Brochure, Package Insert or Product information for drugs or devices whose risks are included in the proposed informed consent document.
It was indicated that this was a clinical trial of a drug or device.
● Information from the FDA documenting the IND or IDE number.
It was indicated that the research was being conducted under an investigator-held Investigational New Drug Application (IND) or Investigational Device Exemption (IDE)
● A brief explanation of why the device is not a significant risk device.
It was indicated that the research is being conducted the Abbreviated IDE (NSR) requirements.
● The NIH Office of Science Policy (OSP) registration number, Appendix M responses, and all RAC (Recombinant DNA Advisory Committee) correspondence.
It was indicated that this protocol been registered with the NIH Office of Science Policy (OSP).
● The Appendix M responses and all other documents required for your NIH Office of Science Policy (OSP) submission.
The IRB was asked to provide an IRB letter regarding the need for Recombinant DNA Advisory Committee (RAC) review for the NIH Office of Science Policy (OSP) submission.
● Any sponsor correspondence or materials describing the recruitment bonus program.
It was indicated that recruitment bonuses will be paid to sites. (Extra payments tied to the rate or timing of recruitment or enrollment)
● Completed "Translation Request" form available on the IRB Web Site
It was indicated that IRB approval will be needed for one or more translated documents.
● Make sure the submitted consent document(s) or scripts lists sub-investigator and research coordinator names.
It was indicated that the consent document(s) or scripts(s) list sub-investigator and research coordinator names.
● Make sure the submitted consent document(s) or script(s) includes contact names and numbers for the subject to contact for questions about the research and for research related injury. 
It was indicated that contact names and numbers for the subject to contact for questions about the research and for research related injury are in the submitted consent document or script.
● The current version of the IRB-approved template consent document(s) or scripts(s) with requested modifications made using "tracked changes" or otherwise marking your additions clearly.
It was indicated that you wish to submit site-specific wording for the consent document(s) or script(s)
● Copies of all documents related to the issued determination, including a description of the resolution steps
It was indicated that the Principal Investigator (PI) or a member of the PI's research staff has been issued one or more of the following determinations:
● Conviction of a crime
● FDA Form 483
● FDA Warning Letter
● NIDPOE (Noticed of Initiation of Disqualification Proceedings and Opportunity to Explain)
● Suspension or termination by an IRB
● Suspension by a federal or governmental agency (such as FDA, HHS, or Health Canada
● OHRP Determination Letter, Health Canada Inspection Letter or similar 
● Copies of all documents related to the sanction, including a description of the resolution steps 
It was indicated that the Principal Investigator (PI) or a member of the PI's research staff has had the following denied, revoked, suspended, reduced, limited, placed on probation, not renewed, relinquished, sanctioned, fined, or subject to disciplinary action: 
● Clinical privileges at any site
● DEA licensure 
● Fellowship/board certification 
● Medical licensure in any state, nation, or province 
● Membership on any hospital staff
● Prescribing privileges 
● Professional sanctions including fines and public reprimands
● Professional society membership
● Research privileges at any site 
● Copies of all documents related to the pending action or investigation, including a description of the resolution steps
It was indicated that the Principal Investigator (PI) or a member of the PI's research staff has an action or investigation currently pending before court of law, federal agency, or state licensing board,or concerning the professional conduct of the principal investigator in his capacity as a research investigator or as a clinician 
● The budget for the research 
It was indicated that this research will be conducted in Canada.
● A "Reliance Agreement" available on the IRB Web Site 
*It was indicated a local IRB had jurisdiction over this research site.
Approved Documents
Approved documents will be provided through the Connexus Web Portal. Investigators and sites must be registered with the Connexus Web Portal to receive approved documents. Contact the IRB for assistance with registering with the Connexus Web Portal.
Special Instructions
Acknowledgement
By submitting this form, I confirm that:
I am the Principal Investigator (PI) or the PI’s designee authorized to submit on behalf of the PI.
I am the treating physician or the treating physician's designee authorized to submit on behalf of the PI.
The Principal Investigator (PI) has full awareness of the information within this form. 
The treating physician has full awareness of the information within this form. 
The information within this form is accurate and complete. 
Sites will have the emergency equipment required by the protocol. 
As a requirement of IRB approval, the investigators conducting this research will: 
 
● Not commence research until receipt of the IRB approval letter.
● Comply with all requirements and determinations of the IRB.
● Protect the rights, safety, and welfare of subjects involved in the research.
● Personally conduct or supervise the research.
● Conduct the research in accordance with the relevant current protocol approved by the IRB.
● Ensure that there are adequate resources to carry out the research safely.
● Ensure that research staff are qualified to perform procedures and duties assigned to them during the research.
● Submit proposed modifications to the IRB prior to their implementation.
○ Not make modifications to the research without prior IRB review and approval unless necessary to eliminate apparent immediate hazards to subjects.
● Submit continuing review reports when requested by the IRB.
● Submit a closure form to close research (end the IRB’s oversight) when:
○ The protocol is permanently closed to enrollment
○ All subjects have completed all protocol related interventions and interactions
○ For research subject to federal oversight other than FDA:
● No additional identifiable private information about the subjects is being obtained
● Analysis of private identifiable information is completed
● If research approval expires, stop all research activities and immediately contact the IRB.
● Promptly report to the IRB the information items listed in the IRB's "Prompt Reporting Requirements” available on the IRB's Web site.
● Not accept or provide payments to professionals in exchange for referrals of potential subjects (“finder’s fees.”)
● Not accept payments designed to accelerate recruitment that are tied to the rate or timing of enrollment (“bonus payments”) without prior IRB approval.
● When required by the IRB ensure that consent, permission, and assent are obtained and documented in accordance with the relevant current protocol as approved by the IRB.
● Promptly notify the IRB of any change to information provided on this form. 
As a requirement of IRB approval, the physician treating this patient will: 
 
● Not commence treatment until receipt of the IRB approval letter.
● Comply with all requirements and determinations of the IRB.
● Protect the rights, safety, and welfare of the patient involved in the treatment.
● Personally provide the treatment.
● Submit proposed modifications to the IRB prior to their implementation.
○ Not make modifications to the treatment without prior IRB review and approval unless necessary to eliminate apparent immediate hazards to the patient.
● Submit continuing review reports when requested by the IRB. (If the treatment continues longer than one year, a continuing review report will be requested.)
● Submit a closure form when the treatment is completed or ends.
● If approval expires, immediately contact the IRB.
● Promptly report to the IRB the information items listed in the IRB's "Prompt Reporting Requirements” available on the IRB's Web site.
● When required by the IRB ensure that consent, permission, and assent are obtained and documented in accordance with the relevant current protocol as approved by the IRB.
● Promptly notify the IRB of any change to information provided on this form. 
Consistent with AAHRPP’s requirements in connection with its accreditation of IRBs, the individual and/or organization submitting this form shall promptly communicate or provide, and where necessary cause each investigator to promptly communicate or provide, the following information relevant to the protection of human subjects to the IRB in a timely manner: 
● Upon request of the IRB, a copy of the written plan between sponsor or CRO and site that addresses whether expenses for medical care incurred by human subject research subjects who experience research related injury will be reimbursed, and if so, who is responsible in order to determine consistency with the language in the consent document.
● Any site monitoring report that directly and materially affects subject safety or their willingness to continue participation. Such reports will be provided to the IRB within 5 days.
● Reports from any data monitoring committee, data and safety monitoring board, or data and safety monitoring committee in accordance with the time frame specified in the research protocol.
● Any findings from a closed research when those findings materially affect the safety and medical care of past subjects. Findings will be reported for 2 years after the closure of the research.
Check submission for completeness
Notice
We continually improve our forms. This form will be replaced by an updated version at least 30 days before: This form cannot be edited after this date. Download the latest version from the IRB Web site before this date.
For IRB use only:
2018-10-02
2018-09-05
2018-07-12
2018-02-08
Sponsor Contact 
Contract Research Organization (CRO) Contact
Site Management Organization (SMO) Contact
Site Contact
Subject Payment Information
Financial Interest Disclosure Details
Site
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