INDUS H&OSPITAL
HEALTH NETWORK

INDUS HOSPITAL AND HEALTH NETWOR K
INSTITUTIONAL REVIEW BOARD

IRB#1 BiomedicalClinical
IRB#2 Social'&/Behavioral

Guidelines'& Stefby-Step Instructions for-Signing ' Up: &
CompletingCITI Training for Conductinguman:-Subject
Research

August@ 2021

Versiomn v2



file:///C:/Users/STARIZ.PK/Downloads/Researchers%20-%20Step%20by%20Step%20CITI%20Training%20Guide.docx%23_Toc79142342
file:///C:/Users/STARIZ.PK/Downloads/Researchers%20-%20Step%20by%20Step%20CITI%20Training%20Guide.docx%23_Toc79142342
file:///C:/Users/STARIZ.PK/Downloads/Researchers%20-%20Step%20by%20Step%20CITI%20Training%20Guide.docx%23_Toc79142342

Contents

1. Human Subject Research Trainng Policies and Training Programs............cccccccvvviieereeeeeeeeeeeeeennn. 3.
0 I = UL T o =T U T =T 0 =T ) PP 3
1.20Dbtaining REQUIFEA TraiNINQG ........uuveeeeeeiiiieeeeeainreeee e e e s st seemmm e eeeeessssnssmmmmnnsereeeeeeaanns 3.
RN 2 LT (=] LT I = 1L 11 o PP 3.

1.4 Alternatives to Online Training for Special SItuations.............ooiiiiceeerciiiiiieee e 4.

1.5CITI Training for SErviCe ProVIAEIS........coviiiiiiiiii ettt e e e e e e e s e e e s aeeeaaaneeeeas 4.
2. STEP BY STEP GUIDE.........coiiiiiiiiiiiieeee et e sttt e senesmnteee e s anneee e e anssmnannnsssnsaeeesanseeeeaan 5...
2.1 STEP#I- LOGIN/REQISIEN.....cciiieieee ettt s e e mnnnnnnaeaaaaaaaaaaaaeeeenen ..

ARG B =0 1] (= 1[0 TS (=] o R 7.
A =T 1S (= L1 [0 IS =] o T 8.
A B =T S] (= 1[0 TS (=] o R 9.
A S R =T 1] (= L0 IS (=] o = 10
2.7 REQISIAtION STEP.G .. . iiiiiiiiiiiiiitcceeeee it e e e e sttt e e e emeeeae e e s s s s b b e e e e eeeseneaaaesssanbbsreeeeesssaeeennns 11
2.8 REQISITALION STEP Z:.uuuuuuuuuiruiirristrtaaaaaaeeeeeeastaasaaaaaaaaaaaaaseeeeeaaaaaaaaeeeennmnnnnssssssssssssssssssnnnnnnnss 12
3.Post Login/Registation Steps

3.2 Integrity Assurance Statement

3.3 Formats of Display.

3.5 Learner Tools

4 Transferring Course Credit
5. Frequently Asked QUESIDNS.........ccoiiiiiiiiieeeeeee e et e e e e e e e e e e e e e e e eeeeeeeaeeeeeeeeeeeeseee s mmmmmm e nnnnnnnnes 24.




1. HUMAN SUBJECT RESEARCH TRAINING
POLICIES AND TRAININ G PROGRAMS

1.1TRAINING REQUIREMENT

All investigators and key personnel listed on IRB forms submitted for approval must complete training on
the protection of humaresearch participants. Data collection and contact with human subjects cannot start
until the IRB receives valid training certificates of the study personnel.

The following individuals must be included as personnel on IRB applications and are required to
obtain human subject research training:

All members of the research team, including the principal investigator and all personnel who will have
contact with research subjects or with their private, identifiable information

Faculty supervisors of student easch projects

Non-Indus investigators or personnel who are collaborating with Indus Hospital investigators on an Indus
Hospital research study when Indus IRB is serving as the IRB of record for the study (sIRB) as designated
by a formal written agreement

Individuals who are not required to obtain human subjects training include:

Technicians/Phlebotomists whose only role in the research is to perform standard clinical procedures (suc
as a blood draw)

Nutritionists/Dietary Personnel whose only role is tegare and deliver food

Non-IHHN investigatos who are collaborating with IHHN investigators on an |Higsearch study and

who will be under the review of their own IRB

1.20BTAINING REQUIRED T RAINING

Certification of training on the protection of human reskeararticipants at Indus Hospital & Health

Network can be obtained by completing aaust, webbased training course offered by thellaborative
Institutional Training Initiative (CITL) This traning will help you identify research activities that involve

human participants and help you understand how to protect the rights and welfare of all human participants
involved in research.

Please carefully follow th€ITI Training Guidance beloor detaled instructions on accessing and
completing training. After successful completion, certification of tnginvill be extracted by the IRB
Admin. To ensure this occurs, you musius Hospital & Health Network as your affiliation in CITI
and use your TIH email address as your primary email for your CITI account You do not need to
send a copy of your certificate to IRB staff, but you should save a copy for your records.

In limited situations, certification of training from other sources may be acceptedmeatation of
training from the other source(s) must be submitted to IRB staff and will be evaluated on an individual
basis.

1.3REFRESHER TRAINING

All the researchers need to get a refresher CITI course soon after the expiration of previous training.
Usually, the Biomedical training has a validity of 3 years and Good Clinical Practices (GCRydes 1
expiry.
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1.4.ALTERNATIVES TO ONLI NE TRAINING FOR SPECIAL
SITUATIONS

The IRB realizes that completion of CITI training may not be feasible for support pergooartain
conditions. In those instances, the IRB may accept an alternative human subjects research ethics training
program. For exampléhe principal investigator takes charge for training of support staff

To ensure the compliance with IRB humanjsabresearch ethics training requirement, the following
elements must be included in the alternative training:

Adherence to IRBapproved protocols

Ethical Informed Consent Practices (including parental consent, child assent, and consent from legally
authaized representatives)

Protection of privacy and confidentiality of research participants and research data

The Principal Investigators should consult with the IRB before initiating the IRB application to know if
alternative training is required. A detailplan for alternative training (proposed content, delivery &
documentation plan) should be provided with the IRB applications.

Few examples of personnel and circumstances under which an investigator may request IRB approval of
alternative training are:

Field workers in remote areas or foreign countries without internet access
Support staff with limited literacy
Support staff with language barrier

1.5CITI TRAINING FOR SE RVICE PROVIDERS

Professional service providers sometimes play a role in research budrdess considered to be
members of the research team as they are not involved in the planning or conduct of the research so they
do not require to complete CITI training for research. However, the safeguard of privacy and

confidentiality of the resear@ubjects should be strictly monitored by the Principal investigator. Some
examples of service providers include Nurses providing routine clinical services, Pharmacy staff,
transcriptionists, translators, etc.




2. STEP BY STEP GUIDE

2.1 STEP#1- LOGIN/REGISTER

To start the CITI training, go to the websiteratw.citiprogram.org

C @ citiprogram.org/index.cfm?y
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2.2STEP#2 REGISTRATION

REGISTRATI ON STEP 1

Registratiomguestionl will askyouto chooseheinstitution youareaffiliated with.In thefAParticipating

I nst i tdogdowmibog, el ect fAlamhd s Hie@d gagaffilion from thie drop

down menu. (If someone haprevious affiliation withany other institute, please go ahead and-sign
using your previous participating institution and then add Indus Hospital & Health Network as an
affiliation)

CITI - Learner Registration

steps: fll 2 3 4 5 6 7

Select Your Organization Affiliation

This option is for persons affiliated with a CITI Program subscriber organization.

To find your organization, enter its name in the box below, then pick from the list of choices provided. &

Sa

Indus Hospital & Health Network

Indus Hospital & Health Network only allows the use of a CITI Program username/password for access. You will create
this username and password in step 2 of registration.

| AGREE to the Terms of Service and Privacy Policy for accessing CITI Program materials.
| affirm that | am an affiliate of Indus Hospital & Health Network.

Continue To Create Your CITI Program Username/Password
or

Independent Learner Registration

Use this option if you are paying for your courses. This option is for persons not affiliated with a CITI Program subscriber
organization, or who require content that their organization does not provide. Fees apply. Credit card payment with
American Express, Discover, MasterCard or Visa is required. Checks are not accepted.

O | AGREE to the Terms of Service and Privacy Policy for accessing CITI Program materials.

2.2.1EXISTING CITI USER?

Affiliate your Training Profilewith the Indus Hospital & Health Netwark
1. Login using your esblished username and password.
2. From the Main Menu on your profile, scroll to the bottom of the page and click on the
ficlick here to affiliate with anotheringiitt i on o butt on
3. Typeanc hoose the 06l ndus Hodmi ttehle & ethea alht
6Conbtiatiet he bottom of the page
4. Answer the member information accordi
LEARNERRESlI STRATI ON6 OR FEES WILL
If you want totransfer your previously done courses to the current affiliatiopp | e a s e rriage e
Cour se Cr edofthiSdocumenpp age 2 3




2.3REGISTRATION STEP 2

Enter your First and Last name alonghwjpur email address. Please enter your name as you would
like it to appear on your Completion Report received at the end of the course. You can use any email
address to register but we recommend you use your TIH email address.

CITI - Learner Registration - Indus Hospital & Health Network

steps: 13 4 5 6 7

Personal Information
* indicates a required field.

* First Name * Last Name

* Email Address *Verify email address

We urge you to provide a second email address, if you have one, in case messages are blocked or you lose the ability to
access the first one. If you forget your username or password, you can recover that information using either email
address.

Secondary email address Verify secondary email address

Continue To Step 3




2.4REGISTRATION STEP 3

Continue to Step 3. Please choose a username and password for your account. Please follow the on
screen instructions. Passwords are case sensitive.

Note: During this step, you will also select and answer a security question. Thismmuektoe used

to assist in the recovery of your account if you have forgotten your username or password. The IRB
does not have access to this information. You must contact the CIT| support to retrieve or establish a
new username or password.

Create your Username and Password

* indicates a required field.
Your username should consist of 4 to 50 characters. Your username is not case sensitive; "A12B34CD" is the same as

"a12b34cd". Once created, your username will be part of the completion report.

* User Name

Your password should consist of 8 to 50 characters. Your password IS case sensitive; "A12B34CD" is not the same as
"a12b34cd".

* Password * Verify Password

Please choose a security question and provide an answer that you will remember. NOTE: If you forget your login
information, you will have to provide this answer to the security question in order to access your account.

* Security Question

* Security Answer

Continue To Step 4




2.5REGISTRATION STEP 4

Please select the country where you are currently residing.
You might choose Yes or No in the second question as per your choice.

CITI - Learner Registration - Indus Hospital & Health Network

Steps: 1 2 3] 5 6 7

* indicates a required field.
* Country of Residence

Search for country: Enter full or partial name (e.g., "United States") OR your country's two or three character
abbreviation (e.g., "US", "USA"), then pick from the list of choices provided.

* May we contact you to provide information about other courses and services after you complete your CITI
Program coursework? &

O¥Yes

O No

Continue To Step 5




2.6 REGISTRATION STEP 5

Please note that CE credits are not airequent for any activity being conducted at Indus Hospital &
Health Network. You can choose whatever you Wiiybu select YES, you would have to pay for
earning the CE credits.

CITI - Learner Registration - Indus Hospital & Health Network

steps: 1 2 3 4af 6 7

* indicates a required field.

* Are you interested in the option of receiving Continuing Education Unit (CEU) credit for completed CITI
Program courses?

CITl is pleased to offer CE credits and units for purchase to learners qualifying for CE eligibility while concurrently meeting
their institutions training requirements.

CE credits/units for physicians, psychologists, nurses, social workers and other professions allowed to use AMA PRA
Category 1 credits for re-certification are available for many CITI courses - with that availability indicated on course and
module listings. Please register your interest for CE credits below by checking the "YES" or "NO" dots, and, when
applicable, types of credits you wish to earn at bottom of page. Please read texts entered for each option carefully.

Yes

At the start of your course, you will be prompted to click on a "CE Information" page link located at the top of your
grade book and to VIEW and ACKNOWLEDGE accreditation and credit designation statements, learning objectives,
faculty disclosures, types, number and costs of credits available for your course.

O ves

No

The CE functionality will not be activated for your course. Credits and units will therefore not be available to you for
purchase after you start your course. You can change your preference to "YES" before such time however by clicking
on the "CE Credit Status" tab located at the top of your grade book page.

® No




2.7REGISTRATION STEP 6

Please add youndus Hospital email addresshere so that we can extract your records. However, if
you are an external candidate and doesné6t hav
preferred email address.hen sel ect your Orole in r étkeear cho
fields are optional.

CITI - Learner Registration - Indus Hospital & Health Network
Please provide the following information requested by Indus Hospital & Health Network

* indicates a required field.

Language Preference

English ~

* Institutional Email Address

We recommend providing an email address issued by Indus Hospital & Health Network or an approved affiliate, rather
than a personal one like @gmail, @hotmail, etc. This will help Indus Hospital & Health Network officials identify your
learning records in reports.

Enter a valid Institutional Email Address

* Verify Institutional Email Address

Re-enter Institutional Email Address.

Gender
Highest Degree

Employee Number

* Role In Research

Address Field 1
Address Field 2

Address Field 3

Zip/Postal Code

Country




2.8REGISTRATION STEP 7: Question 1

Thisis the pagewhereyouregisterfor the course(s) you needto take.Questionl is where
you selectcourses thatrerequredfor working on researcloverseerby the IRB.

CITI - Learner Registration - Indus Hospital & Health Network

Select Curriculum

* indicates a required field.

You will be provided a series of enrollment questions. Your responses will determine the curriculum for the courses you
are going to take. Please read the questions carefully. Please read the responses carefully to make the best choice.

Question 1

Human Subjects Research (HSR)

Please choose one learner group below based on your role and the type of human subjects activities you will conduct.
You will be enrolled in the Basic Course for that group.

Choose one answer

© Group 1: Biomedical Researchers / Clinical Research Associates

O Group 2: Public Health / Social-Behavioral-Educational Researchers
O Group 3: IRB Members

O Not at this time.

If youareaPI, co-PI, faculty mentor, clinician, clinical resident, project manager, Research Associate,
involved in Clinical/Biomedical researgypu should selecttheii Bi o me di ¢ a | R e s kanerc h
group

If youareaPl, co-Pl, faculty, mentor, clinician, clinical resident, project manager, Research
Associate jnvolvedprimarily in social and behavioral researghyu should selecthefi Soci al &
Behavior al R e s dearmecgtoupl nvesti gat or so

[If involved in both types of research, thept for the Biomedical Research Investigateesner group

If youareanIRB member, you should selectthefi | RB M eearbeegrodp

Youcancome backto this pageto changeyour selectionsat any timefrom the mainmenu.For example; if you

are abiomedical researcher but wants to be an iiRBmbeiand have received an invite from the |RBck

6add coursed on the bottom of your CITIl web page,
the 0l RB®E Meomberes SeX details on page




2.9 Registration Step 7

Question 2i If you are involved in conducting a clinical trial that involves drugs or devices; Please select
Group 1 or Group 2 respectively. If you are involved in a clinical trial but it does not involve any drug or
devc e; Pl ease select Group 3. I f your research i s
always come back change your choices if in future you plan to conduct a trial.

Question 3i If you are involved in a Public Health Research ggjchoose the relevant option

Question 471 This is only for IRB Chair or Signatory Officials. If you are not gplease leave this question
blank.

Question 2

Good Clinical Practice (GCP)

Please make the appropriate selection if you are required to complete the Good Clinical Practice (GCP) course.
Choose one answer

O Group 1: GCP for Drug Trials

© Group 2: GCP for Device Trials

© Group 3: GCP Social & Behavioral Research

O Not at this time.

Question 3

Public Health Research

Please make your selection below if you wish to be enrolled in the Public Health Research course.
Choose one answer
© Public Health Research

O Not at this time.

Question 4

Institutional/Signatory Officials & IRB Chair

Please make your selection below if you wish to be enrolled in the Institutional/Signatory Officials or IRB Chair courses.
Choose all that apply

U Institutional/Signatory Officials
L IRB Chair




2.10Registration Step 7

Question 5i For most people at IHHN, this course is option&RRraining discusses general
research ethics topics such as authorship and plagiarism. If you are unsure whether or not you are
required to take this training, contact the IRB Office staff.

Question 61 Conflict of interest course is advised for IRB €htRB Members and IRB Admin.

Question 5

Responsible Conduct of Research (RCR)

Please make your selection below to receive the courses in the Responsible Conduct of Research.

Choose one answer

O Group 1: All Learner Groups
O Group 2: Research Administration

O Not at this time.

Question 6

Conflicts of Interest (COI)

Would you like to take the Conflicts of Interest course?
Choose one answer

™

Yes
O No




2.11Reqgistration Step 7

Question 7i This is not a mandatory requirement for IRB. Its your choice whether you choose to do

this course or not.
Question 8i Thiscourse is for people working at InddsspitalResearch Center or anyone applying

for a grant. Not a mandatory required course by the IRB.

Question 7

Information Privacy & Security (IPS)
Please make the appropriate selection if you are required to complete the Information Privacy & Security (IPS) course.

Choose one answer

O Group 1: Clinician / Researchers

O Not at this time.

Question 8

Essentials of Grant Proposal Development (EGPD)
Would you like to take the Essentials of Grant Proposal Development course?

Choose one answer
A
UYes

~

J No

Complete Registration




3.POST LOGIN/REGISTRATON STEPS

3.1This is how your account will appear after completing the registration. To see the courses
offered by IHHN based on your choices, clicgkw courses.

English ~

r/
I [ | CI I . Asifa Bhutto
un ] I My Courses My Records My CE/CMEs Support Admin Q -
X PROGRAM

Welcome, Asifa ° o e
Add Institutional Affiliation

Register as Independent Learner S CE Credits Days of
Completed Purchased Membership

Institutional Courses

Institutional Courses are available to learners who have an affiliation with one or

more subscribing institutions. If an institution with which you are affiliated is not

listed, you may want to add an affiliation. If you are no IQnger associated with a
listed institution, you may want to remove an affiliation\
Indus Hospital & Health Network

Click the Start buttonto begin the course.
On theCourse/Gradebogsage you will find:

1. Instructions the number of modules you must complete and the average passing score
required to pasthe course. These requirements are specific to this institutional course.
2. Progress the number of modules you have completed in the course out of the total
number of modules required.
Score- your current average scor@uiz Scores are calculateoly dividing the number of
correct answers by the number of thtat answers, multiplied by 100.

Human Subjects Research — Social-Behavioral-Educational Basic

CITI Program

INSTRUCTIONS PROGRESS SCORE
+ Complete all 9 required modules
= Achieve an average score of at least 80%
on all quizzes associated with this 0/9
course’s module requirements modules
complete

You have unfinished required or elective modules remaining.

Required Modules

Complete all 9 required modules.

Modules Completed  Score

Conflicts of Interest in Human Subjects Research (ID 17464) Il'\:ommt_e__-_b “



https://support.citiprogram.org/s/article/how-are-the-quiz-scores-calculated

3.2 INTEGRITY ASSURANCE STATEMENT

The first time you ecess a course you must completelittegrity Assurance Statement.The system

will not allow you to start the course modules until you have clicked the "accept” boxes.

























