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Submission Source
*To whom are you submitting this application? 
*Indicate the source/type of submission
To obtain help information for any item, hold your mouse over the item and help information, if any, will appear.
This is a smart form. Some form elements will appear or disappear depending on answers to previous questions.
*This change in research is submitted for: 
Protocol Amendment or Modification
*Indicate the type(s) of change that you are submitting for review
Site Specific Changes
*Indicate the type(s) of change that you are submitting for review. Select all that apply.
Site Submitted Changes
*Indicate the type(s) of change that you are submitting for review. Select all that apply.
*Note: If you are submitting a redlined consent form that captures all of the other changes that you are making with this submission (e.g., updated 24 hour site contact number, site specific informed consent wording, etc.), you need only select "Consent Form." 
Protocol Change
*Indicate the items that are included for review.  Select all that apply
Changes to or Addition of Consent Form
*Select all that apply.
*Is this a multi-site study? 
*If the IRB has already approved a revised consent form for this protocol, would you also like the IRB to approve the previously approved changes for your site? 
*Indicate how you are providing the consent form changes. Select all that apply. 
Please make sure that the requested changes are clearly documented on a copy of the most recently approved consent form. 
*With which subjects do you plan to use the revised/new consent? 
*Do you need these documents translated? 
Subject Recruitment Materials
*Indicate what you are submitting. Select all that apply
*Indicate how the public service announcements will be used
*Do you need these documents translated? 
Other Subject Materials
*Indicate what you are submitting
*Do you need these documents translated? 
Addition or Deletion of Sub-Investigator
*Indicate the types of training that the sub-investigator has had on the protection of human research subjects. Select all that apply.
This IRB requires that all investigators and research staff participate in training on ethical principles related to human subject protections, federal regulations for protection of human subjects and Good Clinical Practice (GCP). This training must be completed prior to participating in the research.
*Does the sub-investigator or his/her immediate family, have any of the following financial interests in the sponsor, product or service being tested? 
• With regard to any publicly traded entity, a significant financial interest exists if the value of any remuneration received from the entity in the twelve months preceding the disclosure and the value of any equity interest in the entity as of the date of disclosure, when aggregated, exceeds $5,000. For purposes of this definition, remuneration includes salary and any payment for services not otherwise identified as salary (e.g., consulting fees, honoraria, paid authorship); equity interest includes any stock, stock option, or other ownership interest, as determined through reference to public prices or other reasonable measures of fair market value;
• With regard to any non-publicly traded entity, a significant financial interest exists if the value of any remuneration received from the entity in the twelve months preceding the disclosure, when aggregated, exceeds $5,000, or when the Investigator (or the Investigator’s spouse or dependent children) holds any equity interest (e.g., stock, stock option, or other ownership interest); or 
• Intellectual property rights and interests (e.g., patents, copyrights), upon receipt of income related to such rights and interests.
Submit a completed Financial Interest Disclosure Form for each individual with a financial interest. 
*Has the sub-investigator been issued any of the following: 
• At any time in the past: One or more of the following: NIDPOE (Notice of Initiation of Disqualification Proceedings and Opportunity to Explain); Suspension by a federal or governmental agency (such as FDA, HHS, or Health Canada; Suspension or termination by an IRB, FDA Warning Letter );  OHRP Determination Letter, Health Canada Inspection Letter or similar; or conviction of a crime, or
• Within the past  five years: Form FDA 483? 
*Are all related documents including resolution steps on file with this IRB? 
Provide copies of all related documents including a description of the resolution steps.
*Has the  sub-investigator ever had any of the following denied, revoked, suspended, reduced, limited, placed on probation, not renewed, relinquished, sanctioned, fined, or subject to disciplinary action? 
Research privileges at any site; medical licensure in any state nation, or province; membership on any hospital staff; clinical privileges at any site; professional society memberships or fellowship/board certification; DEA licensure or prescribing privileges; professional sanctions including fines and public reprimands.  
*Are all related documents including resolution steps on file with this IRB?
Provide copies of all related documents including a description of the resolution steps.
*Is any action or investigation currently pending before any state licensing board, federal agency, or court of law concerning the professional conduct of the principal investigator in his capacity as a research investigator or as a clinician? 
*Are all related documents including resolution steps on file with us? 
Provide copies of all related documents including a description of the resolution steps.
Additional or Relocated Site
*Select all that apply
Contact Person for this Site
Is this person registered to use Connexus? (Connexus is our document management web portal.) 
Add/Remove Contacts
Site characteristics
*How would you best describe this site's function? Select one. 
*What are the community attitudes towards the conduct of research in the area around this site? Select one. 
*Are you aware of any state or local laws where you intend to conduct the research that would impose stricter limits on research than those posed by the regulations?
*Does a local IRB have jurisdiction over this research site? 
The relationship with the other IRB for this research must be documented. This WCG IRB has the necessary forms posted on its website - download, complete and submit the appropriate form.
*Does this study involve medical procedures?
*Indicate the on-site emergency equipment available for the subjects. If required by the protocol or IB, you must be capable of responding to an anaphylactic, hypersensitivity, or drug infusion event. Check all that apply for conducting this research at this site. 
*Indicate any additional resources. Select all that apply. 
*What is the approximate distance of this site from the main site? 
Add/Remove Site Section
*Will staff be added to the study team to cover the sites? 
*Indicate the types of training that the PI and the research staff have had on the protection of human research subjects. Select all that apply.
This IRB requires that all investigators and research staff participate in training on ethical principles related to human subject protections, federal regulations for protection of human subjects and Good Clinical Practice (GCP). This training must be completed prior to participating in the research. 
*Does the PI, or any of the other research personnel, or their immediate families, have any of the following financial interests in the sponsor, product or service being tested? 
 • With regard to any publicly traded entity, a significant financial interest exists if the value of any remuneration received from the entity in the twelve months preceding the disclosure and the value of any equity interest in the entity as of the date of disclosure, when aggregated, exceeds $5,000. For purposes of this definition, remuneration includes salary and any payment for services not otherwise identified as salary (e.g., consulting fees, honoraria, paid authorship); equity interest includes any stock, stock option, or other ownership interest, as determined through reference to public prices or other reasonable measures of fair market value;
 • With regard to any non-publicly traded entity, a significant financial interest exists if the value of any remuneration received from the entity in the twelve months preceding the disclosure, when aggregated, exceeds $5,000, or when the Investigator (or the Investigator’s spouse or dependent children) holds any equity interest (e.g., stock, stock option, or other ownership interest); or
 • Intellectual property rights and interests (e.g., patents, copyrights), upon receipt of income related to such rights and interests.
Submit a completed Financial Interest Disclosure Form for each individual with a financial interest. 
*Has the principal investigator, any co-investigators, any sub-investigators, or any research personnel been issued any of the following: 
 • At any time in the past: One or more of the following: NIDPOE (Notice of Initiation of Disqualification Proceedings and Opportunity to Explain); Suspension by a federal or governmental agency (such as FDA, HHS, or Health Canada; Suspension or termination by an IRB, FDA Warning Letter );  OHRP Determination Letter, Health Canada Inspection Letter or similar; or conviction of a crime, or
 • Within the past  five years: Form FDA 483? 
*Are all related documents including resolution steps on file with this IRB? 
Provide copies of all related documents including a description of the resolution steps.
*Has the principal investigator, any co-investigators, any sub-investigators, or any research personnel ever had any of the following denied, revoked, suspended, reduced, limited, placed on probation, not renewed, relinquished, sanctioned, fined, or subject to disciplinary action? 
Research privileges at any site; medical licensure in any state nation, or province; membership on any hospital staff; clinical privileges at any site; professional society memberships or fellowship/board certification; DEA licensure or prescribing privileges; professional sanctions including fines and public reprimands.  
*Are all related documents including resolution steps on file with this IRB? 
Provide copies of all related documents including a description of the resolution steps.
*Is any action or investigation currently pending before any state licensing board, federal agency, or court of law concerning the professional conduct of the principal investigator in his capacity as a research investigator or as a clinician? 
*Are all related documents including resolution steps on file with this IRB? 
Provide copies of all related documents including a description of the resolution steps.
Planned Protocol Deviations
*Indicate the parties that are in agreement with the planned protocol deviation and attach any relevant correspondence, if applicable. 
Change of Site Phone Number
Change of 24 Hour Site Contact Phone Number
Change of Site Fax Number
Change of Site e-mail address
Change of Site Contact
*Contact role:
Change of Mailing Address
Previous Mailing Address
New Mailing Address
Recruitment Bonus Disclosure
*Who will receive the bonus? Select all that apply. 
Other Change
Translations
*Do you need back translations of translated documents?
*Select the languages needed
*If you are enrolling non-English speaking subjects, you must have plans for 1) conducting the consent discussion in the language understandable to the subject, and for 2) ongoing communication with the subject throughout the research and in case of emergency. Select all that apply.
*Attach written approval from Sponsor/CRO for your translation request, as no translations will be processed without this approval.
Person Completing this form
Note: The submission of this form means that the Principal Investigator is agreeing to and is responsible for the accuracy of all information  on this form.
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