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1. Navigating the UMC IRB Website
a. From the Intranet - hitps://umcintranet/
To If you are on the UMC intranet, from the home page:
Hover over => Departments
From the dropdown Select => Human Research Protection Program
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This will take you to the HRPP Website 1.c.

1. Navigating the UMC IRB Website
b. From the Internet - https://www.umcsn.com/
To If you are on the internet, from the home page:
Hover over => Employees & Physicians
From the dropdown Select => Research & Education
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This will take you to the HRPP Website 1.c.
1. Navigating the UMC IRB Website
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c. The Human Research Protection Program Webpage

From the menu on the left, under Research & Education Select => Institutional Review
Board
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UMC LOCATIONS MEDICAL SERVICES PATIENTS & VISITORS EMPLOYEES & PHYSICIANS FOUNDATION &

HOME EMPLOYEES & PHYSICIANS RESEARCH & EDUCATION

As Nevada's most sophisticated hospital and the state’s premier academic medical center, UMC maintains a

CAREERS AT UMC steadfast commitment to supporting groundbreaking clinical research. At UMC, we believe in working together to
build a brighter, healthier future for our community, and the health care industry as a whole. In addition to
CLINICAL EDUCATION AND EVENTS providing the state’s highest level of care, we take pride in promoting research and clinical trials that provide

valuable insights 1o shape the future of advanced care.

EMPLOYEE ACCESS The following pages provide detailed information about UMC's Human Research Protection Program, Clinical

Trials Office, and Institutional Review Board. Click the links below to learn more.
PROVIDER VERIFICATION

+ Human Research Protection

MEDICAL RESIDENTS * Institutional Review Board
- ¢ Clinical Trials Office

PHARMACY RESIDENCY
PHYSICIAN RESOURCES

RESEARCH & EDUCATION

Human Research Protection

Clinical Trials Office

This will take you to the UMC IRB Webpage

From the UMC IRB Webpage, from the menu on the left, Select => Forms and Templates
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UMC LOCATIONS MEDICAL SERVICES PATIENTS & VISITORS EMPLOYEES & PHYSICIANS FOUNDATION

The protection of human research subjects at University Medical Center of Southern Nevada is a shared
HUMAN RESEARCH PROTECTION responsibllity, with the institution, Clinical Trials Office, researchers, the IRE committee, and the IRB office working
together toward this common goal
INSTITUTIONAL REVIEW BOARD L
e ——————— Mission
Submit A New Application The mission of the University Medical Center of Southem Nevada (UMC) Institutional Review Board (IRB) is to
protect the rights and welfare of human subjects in research

e T oo The IRB examines the plans set forth by the investigator by considering five generally accepted ethical norms:

= Good Research Design
Policies And Guidance = Competent Investigators

* Favorable Balance of Risk and Benefit
Training And Education » Informed Consent of the Subject

- Suitable Selection of Subjects

Case Report/Series The actions of the UMC IRB conform to all other applicable federal, state and local laws and regulations regarding

the rights, welfare and the safety of human subjects.
CLINICAL TRIALS OFFICE
e s Goals
To accomplish our mission, we strive to:

« Assure all activities related to human-subject research will be guided by the following ethical principles:
respect for persons, beneficence and justice

= Guarantee that the risks to subjects are reasonable in relation to anticipated benefits

- Continue appropriate ethical conduct and regulatory compliance

- Ensure that protocols receive timely continuing IRB review and approval

= Build relationships with our community and researchers.

- Provide accurate and timely information.

This will take you to the Forms and Templates Webpage



1. Navigating the UMC IRB Website
d. Forms and Templates

On the Forms and Templates page you will find multiple resources, but specifically:

1. Chart Review Protocol Template
2. Retrospective Chart Review Application Sample
3. Data Collection Tools

Go to #4 of this guide for the contents of each of the above
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New Study Initial Review Submission Documents
HUMAN RESEARCH PROTECTION

* Clinical Trials Office Research Application (Required for submissions that have billable items and/or
INSTITUTIONAL REVIEW BOARD services)
Templates
Submit A New Application
Protocol
Forms And Templates Biomedical Protocol Template

Chart Review Protocol Template

« Social Behavioral Protocol Template
Policies And Guidance *

2 Retr lve Chart Review A n Sample
Training And Educatian Informed Gonsent Document
Case Report/Series ::N;gf:fi[n’ ‘Cg:lji:;mAUTHOR\ZAT\ON TO PARTICIPATE IN RESEARCH (Adult)
CLINICAL TRIALS OFFICE Assent Document
« Assent Template (Children)
HIPAA Document
- PHlIdentifiers
3 Data Collection Tools

« Data Collection Tool / Form
* Coded Identifier List

1. Navigating the UMC IRB Website
e. Requesting an Account

From the UMC IRB Webpage, from the menu on the left, Select => elRB Login

UMC LOCATIONS MEDICAL SERVICES PATIENTS & VISITORS EMPLOYEES & PHYSICIANS FOUNDATION

The protection of human research subjects at University Medical Center of Southern Nevada is a shared
HUMAN RESEARCH PROTECTION responsibility, with the institution, Clinical Trials Office, researchers, the IRB committes, and the IRB office working
together toward this common goal
INSTITUTIONAL REVIEW BOARD Mission
Submit A New Application The mission of the University Medical Center of S
of human subjec
ot forth by the inves

thern Nevada (UMC) Institutional Review Board (IRB) is 1o

e T e or by considering five generally accepted ethical norme
Follcies And Guidance -
- Favorable Balance of Risk and Benent
Training And Education + Informed Gonsent of the Subject
- Suitable Selection of Subjects

ORI The actions of the UMG IRB conform to all other applicable federal, state and local laws and regulations regarding
the rights, welfare and the safety of human subjects

CLINICAL TRIALS OFFICE Goal
el e s oals

To accomplish our mission, we strive to

Guarantee that the risks to subjects are reasonable in relation 1o anticipated benefits.
Continue appropriate ethical conduct and regulatory compliance.
Ensure that protocols raceive timely continuing IRB review and approval

Build relationships with our community and researchers.
Provide accurate and timely Information.



From the elRB Login screen Select => Request new account

iiViedRIS

Integrated Medical Research
Informational Systems

User ID:

——

Password:

—

I forgot my Password

Terms of Use | Privacy Statement
Copyright ® 2001-2018 iMedRIS Data Corporation. All rights reserved
Version 11.01dev Build 74 Updated 2018/10/04 13:31

Complete the request form and submit (please complete as much information on this

request as possible)

Please fill the below form giving enough information to the administrator to process your request

Job Title: [ —none— v|

(’Rm.mmmgin“ i isnlmﬂkeqm: I

* Last Name: | * First Name: |

O — S

Email Address Required

Location: Request Purpose Explain why you are requesting a login 1D for this system, including your relationship to the

institution and any other information that would help to identify you in the system.

*Department:
Request Department Institution Abbrv, - Department

DHCP - Cardiology a
DHCP - Internal Medicine '
UMCSN - UMC - Burn
UMCSN - UNLV - Internal Medicine
UMCSN - Ambulatory Care

UMCSN - Ambulatory Care
UMCSN - Anesthesia

UMCSN - Anesthesia

ooooogooo

UMCSN - Clinical Nutrition A



2. IRB Requirements
IRB Policies and Procedures Manual - Section 30. INVESTIGATOR RESPONSIBILITIES

Principal Investigators

At UMC, the following may serve as the Principal Investigator on a research project
involving human subjects:

» physician staff members,

» registered nurses holding a Master’s degree or higher, employed full time by
UMC

» pharmacists holding a Doctoral degree in Pharmacy (PharmD), on staff or
employed full time by UMC

=  Physician Assistant’s (PA’s) and Advanced Practice Nurses (APN's) on staff or
employed full time at UMC may conduct research as a Principal Investigator
within the realm of their clinical specialty and research abilities as long as they
possess the qualifications as stated in the IRB Policy & Procedure manual.

All Principal Investigators must meet the following qualifications in order to conduct
research involving human subjects:

*» have an active license in Nevada.

* be an active staff member in good standing at UMC.

» be familiar with the medical literature related to the
drug/device/procedure/disease stated to be studied.

=  be familiar with the protocol guiding the drug/device/procedure to be studied.

» have knowledge of known clinical and/or pharmacological potential of the
investigational drug, device or procedure under study.

*» have previous documented research experience as described in the IRB Policy &
Procedure Manual and complete the CITI Course.

Resident/Student Investigators

Residents and/or students may not serve as Principal Investigators. They must have a
staff physician sponsor who fulfills the principal investigator eligibility criteria and who will
serve as Principal Investigator on the study. Any investigator whose status is considered
to be “in fraining” (i.e. students and medical residents) may not serve as a Principal
Investigator but may serve as a co-investigator.

2. IRB Requirements
a. Curriculum Vitae - CV

The UMC IRB requires a signed current copy of each members CV. This can be emailed
tfo umcirb@umcsn.com
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2. IRB Requirements
b. Collaborative Institutional Training Initiative (CITI) Completion Certificate

The UMC IRB requires a valid CITI Completion Certificate for Biomedical Research —
Basic Course.

Instructions:

The University Medical Center Institutional Review Board has partnered with the
Collaborative Institutional Training Initiative (CITl) Web-based Training Program to offer a
course in Human Subjects Research Education. The UMC IRB requires that any
Investigator, Resident, Research Administrator, Clinical Research Administrator, or other
personnel listed on the protocol to complete this course in order to be able to
parficipate in the research.

Please follow the instructions below:

» Log on to http://www.citiprogram.org to register for CITlI online fraining.
» Once there, they simply click on “Create an Account — Register”
=  From “Select Your Organizational Affiliation"” select “University Medical Center of
Southern Nevada”
» Next proceed to enter your Name & Email Address
=  Complete the remaining registration questions
»  Select “Basic Human Subjects - Biomedical & Social & Behavioral Focus”
o Select the Biomedical Research Group

You only need to complete the following course in the curriculum which has been
assigned to you:

1. Biomedical Research — Basic Course
2. Good Clinical Practice (GCP) — not required by UMC IRB, only if required by study
sponsor

» After going through the registration process you should be ready and setup as a

CITl Learner.

= Click on “Not Started - Enter” to start your course

» Complete “The Integrity Assurance Statement” before beginning the course.

= Complete all the modules

Once you have completed all the modules you will be prompted to print out a copy of
your certification for your own records. To ensure that you have registered with the
appropriate institution and have completed all the required modules, please email
Robert.Bimbi@umcsn.com after you have completed the course. If you have any
questions, please feel free to contact me.
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2. IRB Requirements
d. Conflict of Interest Disclosure

The UMC IRB requires a current and completed Conflict of Interest Disclosure.

Conflict of Interest Disclosure Form

Once completed and signed this can be emailed to umcirb@umcsn.com
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5. Where to find assistance/help

IRB Contacts

Ronald Roemer ronald.roemer@umcsn.com 702 207-8345
Robert Bimbi robert.bimbi@umcsn.com 702 383-7302
Jennifer Robinson jennifer.robinson@umecsn.com 702 383-7842
Robert Panganiban robert.panganiban@umcsn.com 702 383-7336

Physical Location

Research Institute — South Building First Floor (in the heart failure clinic)
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