JHM IRB CITI
Training Update



Update

» On January 10, 2022 improvements are being implemented to the
enrollment process for required human subject compliance training.

» The CITl (Collaborative Institutional Training Inifiative) site will now
feature a new JHU SOM IRB training page designed to help JHU SOM
affiliates select the courses they need to complete to maintain
compliance with requirements.

» Included here is a step by step guide to help you navigate completion
of the following training:

» Initial IRB Compliance Training (Human Subjects Research-Biomedical
Research Training [previously Basic Human Subjects Research]), Conflict of
Interest and Researchers [previously Health Privacy Issues for Researchers]

» Initial IRB Compliance Training with Good Clinical Practice Training
» Only Good Clinical Pracftice Training

» Recertification requirements for Principal Investigators and Study Team
Members



What Changed?

» Prior to 01/10/2022, to enroll in required compliance training you
have to enroll in each course in mylLearning and were then directed
to take the courses in CITI.

» Asof 01/10/2022, you will now be able to select one course bundle
in MyLearning for inifial IRB compliance training. You will then be
directed to the CITl program to confirm the desired course and it will
populate in your CITI profile.



Advantages

» The update will eliminate the repetitive steps of right clicking on
each course in mylLearning to add it fo your CITI profile then
completing the courses in CITI.

» To help lessen the confusion of which courses to take, course names
in CITI will now correspond to the course names in mylLearning.



Update to IRB Website

» Goto
https://www.hopkinsmedicine.org/I
nstitutional review board/training r
eqguirements/ to review SOM's IRB L
compliance training guidelines and cires  RSComimcetamng
links fo each bundle. Once you e et apie e b
have determined the course o
needed, click on the course link
and you will be directed fo e
myLearning. =L T T T T

AT PANENT CARE

Office of Human Subjects Research - Institutional Review Board

Initial IRE Compliance Training Bundile (CITN)

Regiater Lvo e )

» Who needs it #ia and sy e wrbers hated

» Pls and study team members can - T ———
easily access the right courses in e T T
mylLearning by clicking these links



https://www.hopkinsmedicine.org/institutional_review_board/training_requirements/

How to Enroll in Initial
IRB Compliance
Training



Step 1 - Enrolling in Courses

JOHNS HOPKINS

UNIVERSITY & MEDICINE

» To enroll in the initial IRB
compliance training, first
log In to mylLearning. QNN

» Search “Initial IRB -
Compliance Training
Bundle” select it when it
appears.

» Click on “Add to Dev Plan™
at the bottom of the :
screen.

» You must select “Add 1o
Dev Plan” fo ensure the
course Is added to your
plan.

Delivery Type Certificates
Duration

Provider

HOME QUICK LINKS

REPORTS ADMINS HELP

Initial IRB Compliance Training Bundle (CITI) New SSO

Welcome to Human Subjects Research Initial IRB Compliance Training Bundle. If you are a study team member participating on
School of Medicine IRB research studies, you are required to complete this training. Completion of these courses are required in order
to be compliant with Johns Hopkins Medicine IRB policies.

Initial IRB Compliance Training Bundle includes three mandatory online courses:
« Basic Human Subjects Research (CITI)
= Health Privacy Issues for Researchers (CITI)
« Conflict of Interest and Commitment

HOW TO ENROLL IN AND COMPLETE Initial IRB Compliance Training Bundle:
Scroll to the bottom and click 'Add to Dev Plan'
Go to My Plan and select the 'Self-Enrollments' tab
Click on Initial IRB Compliance Training Bundle (course links will now be active)
To access fraining to complete the individual coursework:
o Turn off Pop-up blockers
o Click each course to open in a new browser window. You will be directed to the CITI website.
Answer the question based on if you need Initial training or if you also need GCP training.
Click View Courses to begin completing coursework.
Look for corresponding course titles on the CITI website under the Active Courses sub-header.
Please allow up to 24 hours for CITl to communicate a completed status to myLearning training courses.

Date Completion
Started Date

Course Title Certificate Status

Required

Human Subjects Research — Biomedical Research (CITI) New SSO *R
Researchers (CITl) New SSO *R

Conflict of Interest and Commitment *R

Not Started
Not Started
Not Started

NOTE: All course titles displaying a *R must be completed.

Reviews and Ratings

Average:

Addto DevPlan ~



Step 2 - Adding Courses to Your Plan

» You can view the Plan for Jessica Jones

G d d e d C O U rs e S by Auto-Enrallments Self-Enrollments Qutside Leaming Activities  Pending Course Evaluations

H T’ 1
g olN g TO Th e My P | an Your learing plan tracks internal and extemal training.
screeninm y |_ edarnin g « Auto-Enrollments: Courss n which you heve been envolled by your depertment o progra,
an d fro m 'I' h ere se | ec 'I' + Self-Enrollments: Courses that you enroled in yourseff a5 well as Optional courses you were enrolled in by others (management).

1 1 + Qutside L earning: Courses, conferences, classes, etc. in which you participated or which you completed that were outside of myleaming.
the 'Self-Enrollments
Jiel®
You can;
> SeleCT The Course « Add courses by searching the Catalog,

d b C N ! W

unaer ourse Ndme + Remove sel-envolmentstha have 2 ed ¥ I the Remove colum.

+ Add an outsice leaming activy.

+ Pending Course Evaluations: Evaluations for courses you have completed. Please share your feedback.

+ Complete pending course evaluations.

Self-Enrollments Courses will appear here

Course Name¢ Status# Date Started¢ Completion Deadline¢ Remove  Provider

Initial IRB Compliance Training Bundle (CITI) New SD Not Started X JHMIRB Training




Step 3 - Accessing Courses

To access the specific courses within the bundle: :
> TU rn Off P O p—U p bloc kers Jl( ZII:III?]\?IHI_I(\)‘R&]IE\ES HOME QUICK LINKS REPORTS ADMINS HELP eJonathon Harris ~
> C“Ck on HumOn SUbjeCTS ReseQrCh g Initial IRB Compliance Training Bundle (CITI) New SSO =

Biomedical Research (Previously Basic ' e A A A M R A A
Human Subjects Research) or Researchers - G
[Previously Health Privaicy lssues for el

R h -I- -I-h H C |T| « Conflict of Interest and Commitment
eS e O rC e rS ) O O p e n e C O U rS e I n y HOW TO ENROLL IN AND COMPLETE Initial IRB Compliance Training Bundle:
H H H « Scroll to the bott d click 'Add to Dev Plan’
> H U mG n SU bJeCTS Reseo rC h'B|Omed|CO| . G(t:)r?o I;y F:ar?ai:in:;eci Itie 'Self-gnrzl\:me?;s' tab
« Click on Initial IRB Compliance Training Bundle (course links will now be active)

Research course and the Researchers s g b ot e s s
= Deli T Certificatt o Click each course to open in a new browser window. You will be directed to the CITI website.
C O U rS e WI I | TO ke yo U TO Th e C |T| pO g e erer e ereses « Answer the question based on if you need Initial training or if you also need GCP training.
Duration * Click View Courses to begin completing coursework.

> C O nfl i C ‘I' Of | n ‘I'e res‘l‘ O n d C O m m i ‘I' m e n ‘I' e Look for corresponding course titles on the CITI website under the Active Courses sub-header.
Provider JHM IRB Traini

« Please allow up to 24 hours for CITl to communicate a completed status to myLearning training courses.

course will be completed in mylLearning -
> Y O U m U ST C O m p | e Te H U m O n S U bj e C TS EZ?nualr:e:ubjects Research — Biomedical Research (CITl) New SSO *R Not Started

Researchers (CITI) New SSO *R Not Started

ReseGrCh_Biomedicgl ReseorCh Course Conflict of Interest and Commitment *R | Not Started
and the Researchers course in CITl and

NOTE: All course titles displaying a *R must be comgleted.

Reviews and Ratings

complete Conflict of Interest and Clicking on a course name will

Commitment in myLearning to get the full take you to the CITI website.
credit for the bundle




Step 4: Adding Courses in CITI

» Once you click on Human

» SOM affiliates should select

» Select “My Courses” at the

Subjects Research-Biomedical

Research course or the LI o s s o ane
Researchers course in

mylLearning, you will be g el o
directed to -

https://about.citiprogram.org/

“Johns Hopkins Medical
Institutions” as their institution
from the drop down list

top of the page and click
add a course



https://about.citiprogram.org/

Step 5- Confirming Your Course
Selection in CITI

English ~

> If you only need Initiall GOITT oo v wosows s s Qg
IRB Compliance
Training, select the first fh?}ﬁp‘iiﬁifﬁfﬂﬂfg
opftion. This option
does not include Good Question 1

Which training do you need to complete (select only one option)?

Clinical Practice (GCP)

o a (;) I need Initial IRB Compliance training only (This selection will add Basic
rO I n | n g ° Human Subjects Research and Health Privacy Issues for Research. Conflict of
Interest has been automatically added in MyLearning)

»S | .I.HN .I.H.I. R L i - O N
e e C ex O VI eW (This selection will add Basic Human Subjects Research and Health Privacy Issues

for Research. Conflict of Interest has been automatically added in MyLearning)

-l- h e i n d iVi d U O I C O U rS eS I only need Good Clinical Practices training.

I need to complete Recertification Training (This course includes Good Clinical
Practices training and is required for both Pl and Study Team recertification)

GCITI

< PROGRAM




Step 6- Completing Initial IRB
Compliance Training

» Select “Start Now” to begin a course.

Course titles that need to be completed-

» Human Subject Research-Biomedical
Research

» Researchers

» Reminder: Conflict of Interest and Commitment
(COIC) is not taken in CITI. COIC is taken in
myLearning and will be automatically included
on the “My Plan” page in myLearning when you
add the bundle to your development plan.

» Once courses are complete, they will appear
under Y“Completed Courses”. Certificates will be
available in mylLearning approximately 24 hours
after course completion.

» Reminder: The certificate for the three course
bundle will not be available until all courses
have been completed in CITI and myLearning




How to Enroll in

Initial Compliance
and GCP Training



Step 5- Confirming Your Course
Selection in CITI

> COmpleTe STepS ]_4 ég(l(rl:’[:l: My Courses ~ MyRecords  MyCE/CMEs  Support  Admin Q Jlgn;;g;;ga"is
to enroll in and S
complete Initial IRB S TR .
Compliance Training Johne Hopi: Mestcanftins - TEST

» Select the second
option if you need e
Inl.l.lgl |RB ich training do you need to complete (select only one option)?

This question is required. Choose one answer.

Compli Traini
O p I O n C e rO I n I n g I need Initial IRB Compliance training only (This selection will add Basic Human
O n d G O O d C | i n iC O | Subjects Research and Health Privacy Issues for Research. Conflict of Interest
ot (é\) I need Initial IRB Compliance training and Good Clinical Practice (GCP) training
rO < : I ( : < e (This selection will add Basic Human Subjects Research and Health Privacy

Issues for Research. Conflict of Interest has been automatically added in

training.

I need to complete Recertification Training (This course includes Good Clinical

> S .e | e CT : N.ex-l-.’ : :I-O Practices training and is required for both Pl and Study Team recertification)
view the individual

COUrses. -

Question 1

SUPPORT



Step 6-Initial Compliance and GCP
Training

Select “Start Now” to begin a course. D
Course fitles that need to be completed- - |
» Human Subject Research-Biomedical pes sk s vt

Research i Sl bbb
» Researchers

» Good Clinical Practice & ICH

Reminder: Conflict of Interest and
Commitment (COIC) is not taken in CITI.

COIC is taken in myLearning and will be
automatically included on the “My Plan” -
page in myLearning when you add the -

b U n d | e .I-O yo U r d eve | O p m e n.l- p | O n : Mﬂm Subject Research - Biomedical Research

Once courses are completed, they will [ e coe [JERER
appear under “Completed Courses”.
Certificates will be available in
mylLearning approximately 24 hours after
course completion.

Learner Tools for Johns Hopkins Medical Institutions - TEST

Reminder: The certificate will not be
available until all courses have been
completed in CITI and myLearning




How to Enroll in
Only GCP Training



Step 1 - Enrolling in Courses

T IADITNIG
JOHNS HOPKINS QUICKLINKS REPORTS ADMINS  HELP eJonal‘hon Haris =
UNIVERSITY & MEDICINE

» To enroll in the Good
Clinical Practice (GCP)
5 o 3 . i The Good Clinical Practice (GCP) course is suitable for research teams involved in clinical trials of drugs, biologics, and devices. To earn a
TrO I n I n g F fl rST | O g I n TO certificate of completion, you are required to complete all 13 modules listed below.
myLearning ,

Modules

Good Clinical Practice (CITI)

> SeCIrCh HGOOd Clinlcgl Ee:r:esi:%rggur:" : ) IR - % :Eonufxle:?
PrO C'I'ice " O n d Se | eC‘I' i'I' Refresher Cours _ ! i _ Ve C _j R - Not Started

Refresher Cour d ( Ini a ood Clinical Practices .
Not Started

3 (CIT*R
Wh e n IT O p p e O rS . Refresher Cour )* Not Started
. 0 Refresher Course GCP: Informe C E] Complete
> C | IC k O n Ad d TO D ev Refresher Course GCP: International G : stig: - Complete
" Refresher Cour nte C ( ements (CITI) * Not Started
P | O n O 'I' 'I' h e b O'I"I'O m Of Refresher Course GCP: Investigator Obligations in FDA-Requlated
Refresher Cours n igational Agents Acc
Refresher Course
Th e S C re e n Q Refresher Course GCP:

Delivery Type Certificates Refresher Course ep us Adverse Events (CITI) " Not Started

Duration NOTE: Al col es displaying a "R must be completed.

Provider JHM IRB Training Reviews and Ratings

AddfoDevPlan ~




Step 2 - Adding Courses to Your Plan

J( HNS H()PK]N‘\ QUICKLINKS REPORTS ADMINS  HELP

> YOU CGH VleW The UNIVERSITY & MEDICINE
Odded oL by My Plan for Jonathon Harris

going to the “My Plan”
A . Auto-Enrollments Outside Learning Activities  Pending Course Evaluations
screen in mylLearning

d f 'I' h | 'I' Your learning plan tracks internal and extemal training.
G n rO| I I e re Se e C + Auto-Enrollments: Courses in which you have been enrolled by your department or program.
1 1
Th e S e | f— E n ro | | ' ' | e n TS + Self-Enrollments: Courses that you enrolled in yourself as well as Optional courses you were enrolled in by others (management).

.I. G b » Outside Learning: Courses, conferences, classes, ete. in which you participated or which you completed that were outside of myLearning.

+ Pending Course Evaluations: Evaluations for courses you have completed. Please share your feedback.

» Click on the course
n O m e U n d e r b C O U rS e » Add courses by searching the Catalog. |
N O m e y + Remove self-enrollments that have a red X' in the Remove column.

+ Add an outside learning activity,

+ Complete pending course evaluations.

Self-Enrollments

C ourses WI | | Date Started C‘Empletion Deadline

Course Name ¥ Status v v v Remove Provider

appear here.

Good Clinical Practice (CIT) Not Started JHM RB Training

A




Step 3 - Accessing Courses

Good Clinical Practice (CITI
TO O C C e SS C O U rS e : 2 The Good Clinical Practice (GCP) course is suitable for research teams involved in clinical trials of drugs,

> TU rn O ff P O p_ U p certificate of completion, you are required to complete all 13 modules listed below.
blockers

» Click on any of the
13 modules to open |
course in CITI.

Refresh
Refresh

xEARN\NG .

€ CP: Audits and Inspections in Clinical Trials (Cl
0\‘ efrest >onducting Clinical Trials of Medical D

Refresher Course GCP: Conducting Ir ator-Initiated Studies According to FDA Regulations and Good Clinical Prac

se Events (CITI) *R

Refresh
Monitoring : y Industry Sponsors (CITI) *R
Overview of Ne g Development (CITI) *R
s (CITI)*R

Delivery Type Certificates

NOTE: All course titles displaying a *R must be completed

Duration

Provider JHM IRB Training Reviews and Ratings C“Ck on Clﬂy O.I: .I.he
My Ra'lAnn ] 3 mOdU|eS TO

open course in CITI




Step 4 - Adding Courses in CITI

o4 N rm,
gi(
A PROGRAN

» Once you click on one of
the 13 modules in
mylLearning, you will be WM
directed to ‘
https://about.citiprogram.or

a/

» SOM daffiliates should select
“Johns Hopkins Medical
Institutions” as their
institution from the drop
down list

» Select “My Courses” at the
top of the page and add a
course



https://about.citiprogram.org/

Step 5 - Confirming Your Course in
CITI GOITT e e o o e G e

u -
=y PROGRAM

» Select the third opftion if Select Curriculum

Johns Hopkins Medical Institutions - TEST
Good Clinical

Practice (GCP) Training Is Ouestion 1
n e e d e d . Which training do you need to complete (select only one option)?

This question is required. Choose one answer.

I need Initial IRB Compliance training only (This selection will add Basic Human

bk 1 &
> S e | e C-I- N ex O V I eW e Subjects Research and Health Privacy Issues for Research. Conflict of Interest

has been automatically added in MyLearning)
L] L] L]
| n d IVl d U O | C O U rse I need Initial IRB Compliance training and Good Clinical Practice (GCP) training
. (This selection will add Basic Human Subjects Research and Health Privacy Issues

for Research. Conflict of Interest has been automatically added in MyLearning)

I only need Good Clinical Practices training.

I need to complete Recertification Training (This course includes Good Clinical
Practices training and is required for both PI and Study Team recertification)

Start Over

SUPPORT




Step 6 - GCP Training Only

Welcome, Jonathon

» Course will be located under sacmtuumarin

“Courses Ready to Begin”. Select e
“Start Now” to begin.

Course titles that need to be
completed-

» Good Clinical Practice and
ICH

» The Good Clinical Practice and
ICH course consists of 13 individual
modules.

» Once modules are completed,
they will appear under
“Completed Courses”.

> Cer'l'ificg:l'es W”I be QVO”O ble in ‘-:arrul: Is for Johns Hopkins Medical Institutions - TES
myLearning approximately after 24 :
hours after course completion.




How to Enroll in
Principal Investigator
and Study Team
Member Recertification



Step 1 - Enrolling in Courses

JOHNS HOPKINS

UNIVERSITY & MEDICINE

QUICKLINKS REPORTS ADMINS HELP

> TO e n I’O| | I n Th e P rl n C I p O | | nveSh g O Tor Study Team Member Human Subjects Recertification
or Stud Y Team Member P i 1y sty e b et pting o Schoof Medicn 15 esarch s you r e s comple i .

Recertification has been updated to include Good Clinical Practice (GCP) compliance training.

Recertification, first |Qg in to ' < Bt s g ol e s St o i e G B i o s i e
mylLearning \! T

» Search “Principal Investigator i e
Human Subjects Research oo e o S o
Recertification” or “Study Team e S e
Member Human Subjects Research
Recertification” and select the

Duration

correct course when it appears. r— s s ocr Tt . st o o
The course you take depends on if R
you are a Pl on any research study.

» Click on YAdd to Dev Plan” at the
bottom of the screen.

» You must select “Add to Dev Plan”
no matter which fraining course is

needed.

and

nant Women & Fetus

Addto DevPlan -

Add to Dev Plan




Step 2 - Adding Courses to Your Plan

i

» You can view the My Plan for Jessica Jones
G d d e d C O U rs e S by Auto-Enrollments Qutsida Leaming Activities  Pending Course Evaluations
M bk 11
going to the "My Plan e b ot i
Your learming plan tracks internal and external training.
S C re e n | n m y I— e O rn I n g + Auto-Enrollments; Coursas in which you have been enrolled by your department or program.
G N d frO M 'I' h e re S e I e C 'I' + Self-Enrollments; Courses that you enrolled in yourself as well as Optional courses you were enrolled in by others (management).
1 1 + Qutside Learning: Courses, conferences, classes, etc. inwhich you participated or which you completed that were outside of myLearing.
the 'Self-Enrollments
tab -
U can:
> C | I C k O n Th e C O U rS e o Add courses by searching the Cafalog.
U n d er J C O U rS e N O m e 4 + Remove self-enrollments that have a red "' in the Remove column,

+ Add an outside learming activty.

+ Pending Course Evaluations: Evaluations for courses you have completed. Please share your feadback.

+ Complete pending course evaluations.

Auto-Enrollments Courses will appear here

Course Name v Status v Date Started v Completion Deadline v Provider

Study Team Member Human Subjects Recertification Not Started 11772022 JHW IRB Training




Step 3 - Accessing Courses

you have any quesuons, please emal

Course Title Ce[tificate Status Date ~ Completion

TO access course: StrtsdDate

Required Courses - Complete All
» Turn off Pop-up et s e s e
blockers use Rocords Based eseach (1) Not it
» Click on any of the
16 modules 1o open

course in CITI.

nmel
Adverse Events

NOTE: All course titles displaying & *R must be completed. ClICk onad ny Of The
modules fo open the
course in CITI

Reviews and Ratings

Enroll Others =




Step 4 - Adding Courses in CITI

o4 N rm,
gi(
A PROGRAN

» Once you click on one of the
16 modules (3 single modules
and 13 modules comprising Lol
ICH GCP) in myLearning, you
will be directed to
https://about.citiprogram.org/ —=
» SOM affiliates should select
"“Johns Hopkins Medical

Institutions” as their institution
from the drop down list

» Select “My Courses” at the top
of the page and add a course

Learner Tools for Johns Hopkins Medical Institutions - TEST



https://about.citiprogram.org/

Step 5- Confirming Your Course in
CITi

» Pl's and Study Team
Members should select the e
fourth option if they need to
recertify their HSR fraining.

English ~

/|
an C ITI i Jonathon Harris
us 1 | My Courses My Records My CE/CMEs Support Admin Q e

=8 PROGRAM

Question 1

Which training do you need to complete (select only one option)?

This question is required. Choose one answer.

I need Initial IRB Compliance training only (This selection will add Basic Human

» Select “Next” to view the
o o o Subjects Research and Health Privacy Issues for Research. Conflict of Interest
I n d IVI d U o | ‘ O U rS eS has been automatically added in MyLearning)
L]

» SOM affiliates are required
to recertify every 3 years.

for Research. Conflict of Interest has been automatically added in MyLearning)

888

SUPPORT r/ Vel
8 5929 ility an A
.5929 AL Y un -

< PROGRAM



Step 6- Pl and Study Team Member
Receriification

Johns Hopkins Medical Institutions - TEST

» Courses will appear under “Courses Ready
to Begin”. Select “Start Now" to begin.

Course titles that need to be completed:

» 101 Refresher Course - An Overview of
Research with Vulnerable Subjects

» 101 Refresher Course - Genetics
Research

» 101 Refresher Course - Records Based

» The Good Clinical Practice and ICH
course is also required and consists of 13
individual modules

» Once courses are completed, they will
appear under “Completed Courses”.
Certificates will be available approximately
after 24 hours in myLearning.




For questions, contact the JHM IRB Help
Desk at jhmeirb@jhmi.edu



mailto:jhmeirb@jhmi.edu

