Information for IRB Applicants						December 2011	
As of December 2011 there are a new set of forms that all members of the UTPB community who wish to conduct research using human subjects must complete. 
These forms can be found on the UTPB web site under University Forms and on the Graduate Studies page. All the forms can be downloaded to the applicants’ computer. Applicants can also upload all other required documents to the application submission site.  
In order to submit an application, applicants must first access the IRB site in Blackboard.  All enrolled students and faculty can access Blackboard through Course Login across the top of any UTPB web site or go directly to http://online.utpb.edu.  Usernames and passwords are the as same as UTPB e-mail accounts.   Once inside of Blackboard, students look under Students tab, sub-tab Student Resources; Faculty look under Faculty tab, sub-tab Resources. Find box titled Organization Catalog and select Research folder.  Left-hand Organization ID column will show IRB with double-down arrows that when selected reveals Enroll.  Self Enrollment screen appears asking for Access Code. Enter UTPBIRB, all capitals, no spaces, to join.  Then the My Organizations box under Students, Student Resources will list IRB.  Follow directions in IRB organization to complete necessary forms.  
When you have completed your application, change form, or adverse event form you can upload it to the IRB organization site. You can also upload any and all other documentation that may be required (e.g. letters of permission, NIH course completion documents, etc.). The NIH Protecting Human Research Participants training course is available at http://phrp.nihtraining.com/users/login.php All researchers must have a current course completion certificate. Any certificate that is more than one year old should be renewed. You must also submit a printed copy of your application, change form, or adverse event form to Margaret Boyd in Graduate Studies. The printed form must have the original signatures of all relevant supervisory personnel. Your application, change form, or adverse event form will not be processed until both the electronic copy and a signed original paper copy have been submitted to Graduate Studies. 
The new forms that will be used include: Course-based Undergraduate Research, IRB Application Form for Project Approval, Research Ethics Change Form, and Adverse Event Form.  Below you will find a description of each of the new forms. 
Applicants who have questions regarding the governance of human subjects research are urged to visit the Health and Human Services web site. http://www.hhs.gov/ohrp/humansubjects/guidance/ 
The regulations cited within are those that govern human subjects research at any institution including The University of Texas of the Permian Basin.
Course-based undergraduate research
This form may be used by undergraduate students who are doing supervised independent research as part of a class (e.g. PSYC 4393). This same form may be used by faculty who wish to have an entire class conduct a course-based research project in an undergraduate course. These applications will receive an abbreviated review from two IRB Committee members. Students and faculty who use this form should expect the review to require a minimum of two weeks for review. Applications may receive approval without the need for further review or may be returned for revision. All applications that are returned for revision should be revised as per the comments of the IRB committee reviewers and returned for review and approval as soon as possible. All students and faculty who receive IRB clearance for a project are hereby informed that if they change their project or if an adverse event occurs during the conduct of the study, the investigator must immediately file a Research Ethics Change form or an Adverse Events form (see below).  Research Ethics Change and Adverse Events forms will be reviewed and cleared as quickly as possible by the IRB Chair. If it is necessary to file a change or adverse event report, the investigator must halt their project until the change or adverse event report has been reviewed and cleared.  
IRB Application Form for Project Approval 
All persons, undergraduate, graduate, faculty, or staff who are conducting research that is not associated with a course (see above) must complete an application for project approval. All such applications will be reviewed and approved by the entire IRB committee. All such applications will be reviewed at the monthly meeting of the IRB. Applications must be received at least one week prior to the monthly IRB meeting in order to receive a review at that meeting. Applications may receive approval without the need for further review or may be returned for revision. All applications that are returned for revision should be revised as per the comments of the IRB committee reviewers and returned for review and approval as soon as possible so that the revisions can be reconsidered at the next scheduled meeting of the IRB. All persons who receive IRB clearance for a project are hereby informed that if they change their project or if an adverse event occurs during the conduct of the study, the investigator must immediately file a Research Ethics Change form or an Adverse Events form (see below). If it is necessary to file a change or adverse event report, the investigator must halt their project until the change or adverse event report has been reviewed and cleared.  
Research Ethics Change Form
Should an investigator discover that a change in any aspect of a previously approved study be necessary, the Research Ethics Change form must be filed immediately. The IRB Chair will immediately review the proposed change and accept the proposed change or require further revision. If it is necessary to file a Research Ethics Change form, the investigator must halt the project until the change report has been reviewed and cleared.  
Adverse Events Form	
Should an investigator experience an adverse event during the conduct of their project that event should be reported immediately to the IRB. What is an adverse event? For example, let’s say you are administering a questionnaire or test to a group of participants and one of the participants becomes disruptive. Such an event must be reported. The investigator is required to describe the event and their resolution of the situation. Other adverse events include, but are not limited to, an overt complaint, a change or unexpected event that alters the level of risk for the researcher or participants, or a substantial change requiring different research procedures that affects the study or its design. Adverse events forms will be first reviewed by the IRB Chair but may require a review by the entire IRB committee. If it is necessary to file an adverse event report, the investigator must halt the project until the adverse event report has been reviewed and cleared.  
				
