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Instructions and Researcher Certifications (Failure to follow instructions may result in a delay in processing)
 
Projects considered research involving human subjects require prior IRB approval. This applies regardless of whether the project is funded or unfunded.  Failure to secure IRB review prior to performing human subjects research is a serious non-compliance issue. A finding of non-compliance may result in suspension of the project, publication retraction, revocation of research privileges, and reporting to the project sponsor(s).  You may consult the IRB Office as to whether your project is considered to be human subjects research.  
 
Please submit your project with plenty of time to complete the review process, at least 5 days prior to the next IRB meeting for Full Board protocols. Please see our website for IRB Full Board meeting dates.
 
 
What must be included in the submission?
 
IRB Initial Protocol Form (this form)  Study staff:              - List all researchers performing human subjects research; if extra pages are needed, ask the IRB Chair  
              - All researchers listed on the protocol must have a CITI certificate valid throughout the study timeframe  
              - All researchers listed on the protocol must sign the protocol; electronic signatures are preferred
         •  Recruitment materials (flyers, advertisements, emails, recruitment scripts) 
         •  Informed consent documents, unless asking for a waiver
Copies of all study instruments, such as survey or interview questions or other materials the participants will read, see, and/or hear/be told as part of the studyIf performing the project at non-TAMUCT locations, a letter of support from each site where the project will be performed               
 
Submit the completed  form and all supporting documentation 
via email to irb@tamuct.edu 
 
 
For questions, contact the IRB Office at irb@tamuct.edu 
In the box below, select the review type that you believe is most appropriate for your protocol.  For help deciding, read the pdf on IRB Review Types on the Office of Research Canvas Community page. Note that the IRB makes the final decision about the review type that they believe best fits your protocol.  The IRB Chair will notify you which review type they selected.  
Researchers (all persons listed below must have CITI training completed)  
Name
Email
(use TAMUCT email)
College
Category
Conflict of Interest (COI)
PI
Researcher (1)
Researcher (2)
Researcher (3)
Researcher (4)
Researcher (5)
Overview
A. Research Classification:
B. Is study funded?
Purpose and Objective
Participants; Recruitment 
Participants
 A. Indicate whether any of the following populations will be specifically targeted for inclusion in the research. Each category must be answered. Additional protections for participants may be required.
Adults over the age of 18 (able to legally consent)
Prisoners (adults or minors) 
Minors under the age of 18 
Individuals whose primary language is not English or who have limited English-language proficiency (adults or minors) 
Persons with cognitive disabilities (adults or minors) 
Students enrolled in a researcher's course (adults or minors)
Persons with economical disadvantages (adults or minors) 
Employees under the direct supervision of a researcher 
Persons with educational disadvantages (adults or minors) 
Pregnant women, fetuses, and/or neonates
Other potentially vulnerable populations depending on the circumstances of the research (Specify in box to the right)
D. Non-TAMUCT Research Site or Participants 
Complete this section only if the research will be conducted at a third-party site or if participants will be recruited from a third-party site (not at TAMUCT), otherwise check Not Applicable below.
Not applicable
Recruitment 
Data Collection Methodology
Identification of Participants; Data Collection and Storage; Records Retention and Destruction
A. Identification of Participants.  Indicate whether the data collected may contain individual identifiers (need for "confidentiality"), or whether the data will be collected anonymously.
Risk to Participants; Mechanism of Protection; Outside Assistance
A. Risk to Participants. Indicate the level of risk to participants.  Choose Yes for the more relevant category and No for the other.
Minimal risk [Definition: the probability and magnitude of harm or discomfort expected in the research are not greater than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.
Greater than minimal risk
B. Mechanism of Protection. Describe every potential risk to human subjects that could result from participation in the research study ("Risk"), and indicate the method to be used to mitigate each potential risk ("Protection Mechanism"). Consider physical, psychological, social, legal, and economic risks (e.g., injury, psychological distress, pressure to conform, pressure to participate, loss of freedom, etc.) and specifically address maintenance of confidentiality (unless the study is anonymous).  
Risk
Protection Mechanism
1.
2.
3.
4.
Benefits to Participants; Benefits to Society
Waiver of Informed Consent; Waiver of Signed Informed Consent; Informed Consent Process
A(1). Is a waiver or alteration of informed consent process requested?  (i.e., entire process of obtaining consent is waived or any basic element(s) are altered).  
         If "yes," go to C.         If "no", go to A(2).  
A(2). If "no" to A(1), is a waiver of documentation of informed consent requested?  (i.e., informed consent will be obtained without a document showing participant signatures) 
         If "yes," go to C.                   If "no," go to B.
C. Waiver of Informed Consent; Waiver of Documentation of Informed Consent. If "yes" to either A(1) or A(2), describe below why a waiver or alteration of informed consent and/or a waiver of documentation of informed consent is requested and how the applicable criteria are met based on the circumstances of the research
Signatures
    By signing this form, the PI and the co-PIs or researchers attest to all of the following statements:
 
    All study staff have read and reviewed the protocol as planned and the information provided is accurate.     No research activities have begun or will begin until notification is received that the study is fully approved.    All personnel listed on the study can document current training both on the protocol and for human subject protections.    All personnel listed on the study have accurately declared whether they have a conflict of interest for this study.
Name
Conflict of Interest Verification
(select one)
Date
PI
Name
 Role 
Date
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