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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.



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.

Becoming CITI Trained for the Conduct of Research at St. Joseph’s Health

St. Joseph’s Health Colleague Registration:
IWCT 138 SACTTTHCI TI- Training- Websitel fciici o) o  OLCIREGISTER!
SV TRINITY] [first

Search box]; Do NOT select Independent Learner

- '*-.Ir )

W ocian T e ’ € 4. Select St. Joseph’s Hospital Health Center (Syracuse, NY)
Research Ethics and Compliance Trainin& bl BRI ,

https://about.citiprogram.org/en/homepage/

Select Your Cngfnizalion Affiliation

This aption i for persans affilated with a CIT| Program subscriber arganization,

There are 2 more result(s) than shawn here. Please be more specfic.

trinity | *

Trinity College
Trinity Health - Holy Cross Heaith (Sitver Spring, MD)
Trinity Health - Hely Cress Hospital (Ft. Lauderdale, FL)
Trinity Health - Mercy Health (Grand Rapids, MI}
Trinity Health - Mercy Health Systam of SE Pennsylvania (Conshohocken, PA)

| Trinity Health - Mercy Hospital & Medical Center (Chicago, 1L)
. Trinity Health = Mercy Medical Center (Clinton, LA
+1888.529.5929 English~ mm: Health - N«g Medical Center Ebubuqul, ll\\]

Trinity Health - Mercy Medical Center (Sloux City, T&)
Trinity Health - Merey Madical Cantar — North Towa (Masan City, 14)
Log In Trinity Haalth - Mount Carmel Haalth Systam (Calumbus, OH)
d Trinity Health - Our Lady of Lourdes Health Services (Camden, NJ)

Trinity Health - 5t. Agnes Medical Center (Fresno, CA)

Trinity Health - 5t. Alphonsus Health System (Bolse, 10}

Trinlty Haalth - St. Francis Medical Center {Trenton, NJ)

Trinity Health - St. Joseph Health System (Mishawaka, IN)

. . Trinity Health - St. Joseph Mercy Heaith System (Ann Arbor, MI) / St. Joseph Oakland (Pontiac, M1
e Tralnlng Trinity Health - 5t. Josaph's Hospital Health Center (Syracuse, NY)
Trinity Health - St. Mary Medical Center (Langhorne, PA}
Trinity Health - St. Mary's Hospital & Health Care Systemn (Athens, GA)



https://www.citiprogram.org/

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:

Conflict of Interest (COI)

Responsible Conduct of
Research (RCR)

Human Subjects
Research (HSR)

Good Clinical Practice
(GCP)

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

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.

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

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 4 years

All learners complete every 4 years

All learners complete every 4 years

All learners complete every 3 years



Section Il: Course Assignment

Course Assignment Basics
The learner will be assigned the Trinity Health standard courses through the Add a
Course process.
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Collaborative Institutional Training Initiative
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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.

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?
Are you also the IRB Chair?
5. Are you also the Institutional Official?

»
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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. 8



EXAMPLE Result:

L X ==l
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Main Manu / My Courses
o You are now enrolled in the course(s) you selected.
» DEMO
» Triniy Health - Holy Cross Health (Silver Spring. MD!
» Triniy Health - Holy Hospital (Ft. Lauderdale, FL]
= Trinity Heal!
Course @ Status @ Completion Record @ CE Credits @ Survey @
Conflicts of Interest (G2) Mot Started Not Earned Not Earned
Human Subjects Research (G2) Mot Started Mot Earned Not Eamed
Responsible Conduct of Research (G2) Mot Started Mot Earned Not Earned
My Learner Tools for Trinity Health - Mercy Health (Grand Rapids, MI)
@ Add a Course
@ Remove a Course
@ View Previously Completed Coursework
@ Update Instituition Profile
@ View Instructions page ]
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For each course, the learner must complete all of the required module(s).
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Home » Course Conflicts of Interest (G3)
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» Complete the required module U/0
+ Achieve an average score of at least 0% on all quizzes asscciated with this course’s
module requirerents
« Supplemental modules, if provided, are optional and do not count towards passing the course or change the overall score,
BUT complated CE certified modules will count toward CME credits (AMA PRA. Psychology credits, nursing credits as
applicable).
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Some courses will also require the learner to complete an elective module:

File Ect View Favontes Toos Help
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Home » Course Responsible Canduct of Research (G4)

Responsible Conduct of Research (G4) - Basic
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Ta pass this course you must ‘Your Current Score
0L
* Complete all 2 required modules U/0

= Complete 1 of 5 elective modules
= Achieve an average score of at least 80% on all quizzes asscciated with this course’s module requirements

* Supplemental modules, if provided, are optional and do not count towards passing the course or change the overall score,
BUT completed CE centified modules will count toward CME credits (AMA PRA, Psychology credits, nursing credits as
applicable).

You have unfinished required or elective modules remaining

rance Statement before beginning the course

o One or more modules in this gradebock will be affected by changes to the Commen Rule
Affected modules will be taken offline after 21 January 2013, unless there is a change to the
this

implementation date of the i " gly. you may not be able to complet

course after that date. We apologize for any inconvenience,
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Date Completed Score CE Certifiec @
Plagiarism (RCR-Basic) {I0: 15158) Incomplete ©%) Yes
Research Misconduct (RCR-Basic) (ID: 16804) Incomplete (0%) Yes
Date Completed Score CE Certified @
. i oo
Authorship (RCR-Basic) (ID: 16587) Incomplete 0%) Yes
Collaborative Research (RCR-Basic) (ID: 18588) Incomplete (0%) Yes
s o
Data Managemeni {RCR-Basic) (ID: 18600) Incomplete %) Yes
Mentoring (RCR-Basic) (ID: 16602) Incomplete (0%) Yes
. v L]
Peer Review (RCR-Sasic) (1D, 16603} Incomplete ©%) Yes n,
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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.
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Supplemental Modules

Date Completed Score CE Certified @

Supplemental modules. if provided, are optienal and de not count towards passing the course or change the overall score, BUT
completed CE certified modules will count toward CME credits (AMA PRA, Psychology credits, nursing credits as apgplicable).

i as They Alfect i (COI-Basic) (1D ;
i
15072) Incomplete 0V0 (2%) es

Conflicts of Commitment and Conscience (COI-Basic) (ID: 15073) Incomplete 040 (0%) Yes

Institutional Conflicts of Interest (COI-Basic) (ID: 16765) Inzemplete 00 (0%) Yes

CE Credits Eligibility and Purchase

Please check "Action” column fer either of the two following options:

“Apply Now" - If multiple purchasing options aspear for a same course, carefully select the number of credits you wish to

purchase Click the course fitle to view on the CE Information page the maximum number of credits designated for this course and
your profession.

“Complele Modules” - Indicales the tolal number of CE cerlified modules you nesd to complels lo eam CE credils. Please

complete the needed addtional CE certified modules to equal that number. Be aware that test score of each and all completed
modules must at least be 70%.

v
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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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Introduction to RCR (RCR-Basic) (ID: 17009) Incomglete 00 {0%) -
Reproducibility of Research Results (ID: 17758) Incomplete 00 (0%)
CE Credits Eligibility and Purchase
Please check “Action” column for either of the two following options:
“Apply Now" - If multiple purchasing options appear for a same courze, carafully select the number of cradits you wish to
purchase, Click the course fitle to view on the CE Information page the maximum number of credits designated for this course and
your profession.
"Complete Modules” - Indicates the total number of CE certified modules you need 1o complete to eam CE credits. Pleass
completa the neaded addtional CE certified modules to equal that number. Ba aware that test score of sach and all completed
modules must at least be 70%
CE Credit Status Course Category Cost Action
. Rezponsible Conduct of Regearch [RCR) AMA PRA Category 1 Complete &
Eligiole for d eredts e Course Credits™ $60.00 Machiles
Accessibility Copyright Privacy Policy Terms of Service Contact Us
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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.

Select Cumicuhum - Trinisy Health - Merey Heath (Grand Rapads, MI) (0 1447)

" Flease thooss your AMAry ol in human sUb@ESs ressarch aivises:

Ingtrneeal Offieal
InvestigatceTiesearsh Study CosednalorRessarch Stafl

1RE MemibenH8 S A Char

# ‘Good Clinical Practice Course®
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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.*

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.

I Gt ebunare o Aot it Bl ten et bags =%
oot =
- T
Select Cumicubam - Trinity Health - Masey Haalh (Grand Rapids, Wi} (D 1457}
Good Clinical Practice Course
Fisase chooas the GCP course you wish 1 eniol into
Good Clinical Practice - Biomecieal
Good Cinizal Practee - Secial Behavioral Research (G13)
m Start Cver
L b c Priva T S
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! Research Integrity & Compliance Procedure: Education and Training Requirements for Individuals
Involved in Human Subjects Research

12



Section lll: 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

Biomedical investigators, Study Coordinators, and Research Staff
Social Behavioral investigators, Study Coordinators, and Research Staff
IRB Chair, IRB Members, and IRB Staff

Institutional Official

When the learner is a member of Group 1A and Group 2

When the learner is a member of Group 1B and Group 2

When the learner is a member of Group 1A and Group 3

When the learner is a member of Group 1B and Group 3

When the learner is a member of Group 1A, Group 2, and Group 3
When the learner is a member of Group 1B, Group 2, and Group 3
When the learner is a member of Group 2 and Group 3

= il
o|e|®|No|u|~w(N G| S

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 ele] 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

e Log into the CITI program @ www.citiprogram.org

e Click on main menu/my courses

e Click "Admin" for the Administrators Menu

e Click on your Ministry's name

e Scroll down to Choose "Completion Reports that will soon Expire"

e Scroll down to "Show reports that Expire within 30, 60 or 90 days". Choose one
of the time ranges.

e Choose all course groups that you would like to run reports

e 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.

14
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Tips:

. 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.

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.

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:
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