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Introduction 
 
Trinity Health is committed to maintaining the highest ethical standards in conducting 
Research and the protection of human subjects. This commitment is fundamental to 
Trinity Health's mission, core values, and vision.  
 
Research education and training is an on-going endeavor and responsibility. As such, 
Trinity Health has developed an infrastructure that supports the responsible and ethical 
conduct of human subjects research across the Ministries.  This infrastructure provides 
education and training offerings through a variety of venues, including but not limited to, 
topical courses available in the internal learning management system; educational 
leadership to guide Ministries; training, materials and procedures that can be adapted to 
individual Ministries; and holding regular group meetings with the Ministry IRB 
colleagues to collaboratively share in creating and maintaining this infrastructure.  
 
Collaborative Institutional Training Initiative (CITI Program) is one component of this 
structure. The CITI Program provides web-based educational courses in research, 
and is available to all institutional officials, investigators, research nurse 
coordinators, research staff, Institutional Review Board (IRB) members, IRB Staff, 
and IRB Chairs in Trinity Health.  
 
This CITI Program Guide is a reference tool for local Ministry CITI administrators.  
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Section I:  Overview 

The CITI Program website: https://www.citiprogram.org/ 

The CITI Program is an online learning management system that provides the Trinity 
Health required courses to all individuals involved in research activities in Trinity Health 
and its Ministries. 

The minimum score for passing each of the Trinity Health required courses is 80%. At 
the completion of each assigned course, the individual will receive a CITI Training 
Completion Record that is valid for a maximum of four (4) years, except where 
otherwise required by applicable laws or regulations or by Trinity Health Procedure.  

Individual Ministries may require additional courses to meet local needs, which are 
assigned by the local CITI administrator. The minimum score for passing each of the 
local Ministry's courses is 80%. At the completion of each assigned course, the 
individual will receive a CITI Training Completion Record that is valid for a maximum of 
four (4) years.  

See the Trinity Health Procedure, Education and Training Requirements for Individuals 
Involved in Human Subjects Research, for further details as to the education and 
training requirements for individuals involved in research activities in Trinity Health.  

https://www.citiprogram.org/
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Trinity Health Required CITI Program Courses 
 
Effective August 2018 (FY 2019), the Trinity Health Research Integrity & Compliance 
Program has assigned the following required courses for individuals involved in 
research activities in Trinity Health and its Ministries: 
 

Course Description Details 
Conflict of Interest (COI) Provides education and training on 

the key elements of the U.S. Public 
Health Service (PHS) federal 
regulations on financial conflicts of 
interest. 
 

All learners complete every 4 years  

Responsible Conduct of 
Research (RCR) 

Provides education and training on 
the core norms, principles, 
regulations, and rules governing 
the practice of research, including 
essential topic areas of plagiarism 
and research misconduct. 
 

All learners complete every 4 years 

Human Subjects 
Research (HSR) 

Provides education and training in 
human subjects research, 
including ethical issues and 
current regulatory and guidance 
information. 
 

All learners complete every 4 years 

Good Clinical Practice 
(GCP) 

Provides essential good clinical 
practice education and training for 
individuals involved in clinical 
trials of drugs, biologics, and 
devices (biomedical research), as 
well as for those individuals 
involved in behavioral intervention 
and social science research 
studies (social behavioral 
research). 
 

All learners complete every 3 years 
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Section II:  Course Assignment  
 
Course Assignment Basics  
The learner will be assigned the Trinity Health standard courses through the Add a 
Course process.  
 
Login: 

 
 
 
 
Enter User Name and Password: 
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On the Main Menu / My Courses, select your Ministry: 

 
 
 
 
 
Select Add a Course: 
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Answer each question as it pertains to the learner. The response to the first question 
will drive the order of the subsequent questions.  

Questions 
1. Please choose your primary role in human subjects research activities:

a. Institutional Official
b. IRB Chair / IRB Member / IRB Staff
c. Investigator

2. Are you also an Investigator?
a. If YES, please choose the type of research you perform

i. Biomedical
ii. Social Behavioral

3. Are you also an IRB Member?
4. Are you also the IRB Chair?
5. Are you also the Institutional Official?

After all of the questions are answered, the CITI Program will automatically assign the 
required Courses to the learner. 

NOTE: "Good Clinical Practice Course" Is only for use by the learner who needs to 
complete Good Clinical Practice training. (See next section for instructions.) 

St. Joseph's Health IRB requires all investigators and key personnel take the GCP [Good 
Clinical Practice] module either for Biomedical research or Social-Behavioral-Education 
Research [SBER]. Remember, this renews every three (3) years.
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EXAMPLE Result: 

For each course, the learner must complete all of the required module(s). 
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Some courses will also require the learner to complete an elective module: 
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All Courses offer supplemental modules to the learner. The learner may complete as 
many supplemental modules as they are is interested in. 

The learner may purchase Continuing Education (CE) credits prior to starting the 
course.  

Trinity Health system office does not reimburse the learner for CITI Program CE credits. 
If the learner is interested in being reimbursed for the purchase of CITI Program CE 
credits, it is the learner's responsibility to negotiate the reimbursement with their direct 
supervisor or department leader. 
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Good Clinical Practice Course 

The option, "Good Clinical Practice Course ", is for learners who need to complete 
Good Clinical Practice training. 

The GCP course may be selected by the learner or assigned by the local CITI IRB 
Administrator to learners who are involved in the conduct, oversight, or management of 
Clinical Trials (e.g., drug, biologic, device trials), no matter the source of the funding. 
The learner is required to complete GCP education and training every three (3) years.1   

The GCP course has 2 options:  biomedical research and social behavioral research. 
Select the course based on the type (biomedical; social behavioral) of research the 
learner is involved in. 

1 Research Integrity & Compliance Procedure: Education and Training Requirements for Individuals 
Involved in Human Subjects Research  
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Section III:  Learner Groups   

When the learner completes the questions in the Add A Course process in CITI, s/he 
will be assigned to a Group.  

Group Description 
1A Biomedical investigators,  Study Coordinators, and Research Staff 
1B Social Behavioral investigators, Study Coordinators, and Research Staff 
2 IRB Chair, IRB Members, and IRB Staff 
3 Institutional Official 
4 When the learner is a member of Group 1A and Group 2 
5 When the learner is a member of Group 1B and Group 2 
6 When the learner is a member of Group 1A and Group 3 
7 When the learner is a member of Group 1B and Group 3 
8 When the learner is a member of Group 1A, Group 2, and Group 3 
9 When the learner is a member of Group 1B, Group 2, and Group 3 
10 When the learner is a member of Group 2 and Group 3 

The Group assignment reflects the learner's tasks, responsibilities, and duties in 
research activities. For example, a learner who is a biomedical investigator and is also 
an IRB member will be assigned Group 4. 

Each Group has all four Courses assigned. The number of modules per Course is 
different depending upon the Group assignment of the learner. 

No. of Required Modules Assigned Per Course 
Group COI RCR GCP HSR 

1A 2 2 13 9 
1B 2 2 7 6 
2 2 2 13 15 

2 (IRB Chair) 2 2 13 3 
3 2 2 N/A 4 
4 2 2 13 15 
5 2 2 20 18 
6 2 2 13 10 
7 2 2 20 7 
8 2 2 13 15 
9 2 2 20 18 

10 2 2 13 15 

For a complete list of the required, elective, and supplemental modules, refer to the 
appendices. If the learner needs more courses or modules than assigned, contact the 
Trinity Health CITI Administrator. 
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Section IV:  Refresher Education & Training 

The CITI Program COI, RCR, and HSR courses are valid for four (4) years; the Good 
Clinical Practice (GCP) course is valid for three (3) years. At the successful completion 
of each course, the learner will receive a Training Completion Record that is valid for 
the appropriate time period.  Prior to the expiration of a current Training Completion 
Record, the learner is to complete refresher education and training. Upon completion of 
the refresher education and training, the learner will receive a new, valid, Training 
Completion Record. 
It is the responsibility of the local CITI Program Administrator to run the "Complete 
Reports That Will Expire" Report at least every ninety (90) days, and send out email 
reminders to the individuals who are due for refresher CITI Program education and 
training. NOTE: With September 1, 2018 revisions to the required courses, the 
automatic reminder from CITI will not be triggered and the local CITI Administrator is 
responsible for sending out expiration reminders.  

Directions for Informing Current Learners Whose Training Completion Record is 
Due for Renewal  

• Log into the CITI program @ www.citiprogram.org
• Click on main menu/my courses
• Click "Admin" for the Administrators Menu
• Click on your Ministry's name
• Scroll down to Choose "Completion Reports that will soon Expire"
• Scroll down to "Show reports that Expire within 30, 60 or 90 days".  Choose one

of the time ranges.
• Choose all course groups that you would like to run reports
• Scroll down to the bottom of the page and click "Submit"

The CITI Program Administrator will work from this Report to send out reminders for 
individuals whose Training Completion Record is due for renewal. It may be best to first 
determine who on the report has active studies and needs to complete the refresher 
coursework. If individuals do not have active studies, there may be no reason for them 
to complete the new training.  

The CITI Program Administrator may update each learner's account, then send the 
individual an email reminder to complete the required refresher education and training; 
or, the Administrator may require that the individual update their CITI account to include 
the new refresher education and training coursework.  

http://www.citiprogram.org/
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Tips: 
1. If an individual is only due for the HSR training and are not yet due for the COI or

RCR training, it may be best to have the individual complete all three courses at
the same time to keep them on track to be due for all three courses at the same
time in the future.

2. The GCP course may be added to a learner's account by either the learner of the 
local CITI Program Administrator. This may be done by accessing the learner's 
CITI account, clicking on "Add a Course", selecting the "Good Clinical 
Practice Course" radio button, and then clicking on the appropriate GCP 
Course (Biomedical or Social Behavioral) radio button.

3. It is the responsibility of the local CITI Program Administrator to run the
"Complete Reports That Will Expire" Report at least every ninety (90) days
(and can be set up every 30, 60, or 90 days), and send out email reminders to
the individuals who are due for refresher CITI Program education and training. To
set up CITI to run  a report automatically:

http://www.citiprogram.org/
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