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This Presentation Will Cover:

❖CITI Program Training Course & The Belmont Report

❖Determining if Your Research Needs IRB Oversight or is Exempt Category 2

❖IRB Protocol Application

❖Consent Forms

❖IRB Continuing Review Application/Unanticipated or Adverse Event Report

❖IRB Completion Report



What is

The 

Institutional 

Review 

Board?

Respect people and treat them with the personal 

dignity and autonomy that best represents 

academic integrity! 

All research done at the university must be sent 

through IRB and students must have faculty 

mentors serve as their Principal Investigators and 

submit the IRB Protocol application.



ALL LINKS AND WEBSITES IN 
THIS PRESENTATION CAN ALSO 
BE FOUND AT TAMIU.EDU/IRB

The Institutional Review Board (IRB) is an appropriately constituted administrative body established to protect the rights and 
welfare of human subjects or patients recruited to participate in research activities conducted under the auspices of the Texas 
A&M International University faculty, employees, graduate, and undergraduate students or using members of the Texas A&M 
International community as subjects and regardless of the source of funding. In accordance with the regulations of the Department of 
Health and Human Services (DHHS,Office of Human Research Protection (OHRP)), the IRB has the authority to review and approve, require 
modifications in, or disapprove all research activities involving humans that fall within its jurisdiction.

As mandated by our Federal Wide Assurance with the federal government (45 CFR 46) and TAMU System Policy 15.99.01, all research projects 
involving human subjects, conducted by Texas A&M International University (or other agency of The Texas A&M International University) faculty, 
employees, graduate students, undergraduate students or postdoctoral fellows or using members of the Texas A&M International University Community as subjects 
(regardless of the source of funding), must be approved by the University’s Institutional Review Board (IRB). Any outside agency performing research using Texas A&M International University 
facilities and using members of the Texas A&M International University community will first seek approval of the Texas A&M International University IRB.

TAMIU.EDU/IRB


CITI Program Training Course & 
The Belmont Report



CITI Training Course is Required

1. The CITI program is a nationally recognized training 
program, which allows you to self-enroll. Good for 
three years, this training is needed for all non-exempt 
projects.

2. The Belmont Report is required reading for members 
of the research community doing human subjects 
research and is also covered along with other 
materials in the CITI program training.

Click Here to Read the Belmont Report

https://about.citiprogram.org/
http://www.hhs.gov/ohrp/regulations-and-policy/belmont-report/
https://www.hhs.gov/ohrp/regulations-and-policy/belmont-report/index.html


How to 
Register for 
CITI Training

Go to: www.citiprogram.org

http://www.citiprogram.org/


Which Training do I Sign up For?

• Course required to conduct human 
subjects research:
SOCIAL & BEHAVIORAL RESEARCH 
COURSE

• Course required to conduct biomedical 
research:
BIOMEDICAL RESEARCH COURSE

• Course required if research is funded 
by the National Institutes of Health 
(NIH) or National Science Foundation 
(NSF):
RESPONSIBLE CONDUCT OF 
RESEARCH

• Course required if research is funded 
by the TAMIU University Research 
Council:
RESPONSIBLE CONDUCT OF 
RESEARCH PLUS ANY OTHER 
NECESSARY TRAININGS ACCORDING 
TO THE PROJECT

Select the options 

that are most 

relevant to you



For Full PDF Instructions Click Here

https://www.tamiu.edu/irb/documents/citi-irb,ibc,rcr-training-9.2021.pdf


Does My Research Need 
IRB Oversight?

Is Exempt Category 2?

https://tamiuorsp.wufoo.com/forms/zgqo5c51jvgk0t/
https://tamiuorsp.wufoo.com/forms/z1bslyic1i8n3gd/


IMPORTANT REMINDER: Students cannot serve as the Principal Investigator (PI) on an IRB protocol. 
Their faculty mentor must be listed as the PI and submit the protocol application. 



Exempt 
Category 2

Does your research include:

1. The identity of the human subjects that cannot 
readily be ascertained, directly or through 
identifiers linked to the subjects;

2. Any disclosure of the human subjects' responses 
outside the research would not reasonably place 
the subjects at risk 

3. The identity of the human subjects that can 
readily be ascertained, directly or through 
identifiers linked to the subjects, and an IRB 
conducts a limited IRB review to make the 
determination.

All exempt 

protocols must still 

be submitted to 

the IRB. 

Answered yes to any of these? Click here 

https://tamiuorsp.wufoo.com/forms/z1bslyic1i8n3gd/


IRB Protocol Application



Ensure that all 
investigator 
info is correct

Be sure that your principal 

investigator is a faculty mentor if 

you are a student. 

List any other faculty, students, or 

outside of university contacts and 

make sure they have completed 

CITI Training. 

Click Here to Download this Form

https://www.tamiu.edu/irb/irb-01-protocol-application,-1.15.2019.docx
https://www.tamiu.edu/irb/irb-01-protocol-application,-1.15.2019.docx


Be clear and 
direct with 
your intentions

The purpose of your study should 

include as much relevant 

information as needed for the IRB 

to have a full understanding of 

your research. 

*You can attach additional 

documents if needed.



Ensure you are getting appropriate consent to your 

participants
General Consent Form Templates are Available 

online!

Click Here to Download this Template

https://www.tamiu.edu/irb/irb-06a-general-consent,-virtual-documenation-language-added-8.2020.docx


Signature 
Assurances

These certifications mention the 

Belmont Report, IRB Approval 

before collecting data, reporting of 

changes in your study, and 

submittal of continuation/final 

review forms.



9 months after you receive your determination letter, the IRB will start emailing the principal 
investigator listed on the protocol to request a status update on whether the protocol will remain active 
beyond the initial year.
No paperwork will be required to keep protocols active for more than 1 year of use, excepting those 
protocols that were reviewed at the Full Review level. For those studies, a Continuing Review 
Form will still need to be submitted.

Download 

Form

https://www.tamiu.edu/irb/irb-02-continuing-review-application,-2019.docx
https://www.tamiu.edu/irb/irb-02-continuing-review-application,-2019.docx


No additional paperwork is required unless status check email includes a Completion Report Form, 
which is required for expedited and full review protocols only

Download 

Form

No additional paperwork is 
required unless status check 
email includes a Completion 
Report Form, which is 
required for expedited and 
full review protocols only

https://www.tamiu.edu/irb/irb-04-completion-report,-2019.docx
https://www.tamiu.edu/irb/irb-04-completion-report,-2019.docx
https://www.tamiu.edu/irb/irb-04-completion-report,-2019.docx


If you are a student, 
ask your faculty 
mentor if your data 
collection methods 
are appropriate for 
your study.



For More Info Visit TAMIU.EDU/IRB

tamiu.edu/irb


Advancing Research & Curriculum

Graduate Student Academic Success Center
PLG 203 – tel.956.326.2499 – tamiuarc@tamiu.edu

Register for more workshops: go.tamiu.edu/arc-workshops

mailto:tamiuarc@tamiu.edu

