UMSON Human Subjects Research Training Guide

When conducting human subjects research at the University of Maryland School of Nursing (UMSON),
you are required to complete:

1. Collaborative Institutional Training Initiative (CITI) - Group 1 (Biomedical) or Group 2 (Social
Behavioral) Protection of Human Subjects Training

2. Health Insurance Portability and Accountability Act (HIPAA) trainings —HIPAA 201 and HIPAA 125

3. Good Clinical Practice (GCP) training through the National Institute on Drug Abuse Clinical Trials
Network (NIDA CTN), the Society of Behavioral Medicine, or CITI. Please note that the CITI Social
and Behavioral GCP training and the Society of Behavioral Medicine GCP are the same course.

4. All University of Maryland, Baltimore (UMB) employees (including faculty, staff, post-docs, and
students) participating in the design, conduct, or reporting of research funded by Public Health
Service (PHS) agencies (including National Institutes of Health [NIH], Centers for Disease Control
and Prevention [CDC], Substance Abuse and Mental Health Services Administration [SAMSHA],
Food and Drug Administration [FDA], Agency for Health Care Research and Quality [AHRQ],
Health Resources & Services Administration [HRSA], Agency for Toxic Substance and Disease
Registry [ATSDR], and Indian Health Service [HIS]) are required to complete PHS Conflict of
Interest (COIl) training through the CITI program. Individuals who have previously completed the
training will receive notification from the UMB Office of Accountability and Compliance (OAC)
when they are due for training. If you have not previously completed the training and are
engaging in research funded by a PHS agency, you must complete this training immediately and
submit an SFl disclosure to OAC. Training is required every four years, and SFl disclosure forms
are required annually. Questions related to this policy and COI should be sent to Alison Watkins,
UMB COl officer, athom001@umaryland.edu, or Shilene Johnson, research compliance
specialists, shilene.johnson@umaryland.edu. Additional information regarding this policy can be
found on the OAC website.

Research team members must keep Basic CITI, HIPAA, and GCP completion reports/certificates on file
along with any other protocol-specific training documentation. This documentation should be placed in
appropriate study binders, if applicable.

Students involved in human subjects research are required to submit completion reports to the principal
investigator of the study and to the associate dean of their degree program. All individuals must submit
GCP certificates to the Office of Research and Scholarship at NRSResearch@umaryland.edu.

UMSON employees and affiliates actively engaged in human subjects research are required to submit
documentation of GCP training to the UMSON Office of Research and Scholarship at
NRSResearch@umaryland.edu and to the UMB Human Research Protections Office (HRPO) at
hrpo@umaryland.edu, when applicable.

All employees who work in a laboratory or who have potential exposure to blood-borne pathogens are
required to complete Environmental Health and Safety (EHS) training.
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Training Descriptions

1. CITI Training for Protection of Human Subjects (required every three years)

All individuals engaged in human subjects research at UMB are required to complete the UMB-specific
CITI training for protection of human subjects. Every three years, a refresher course is required. All
individuals are required to complete either Group 1 or Group 2 training below, based on which is more
aligned with the type of research they are engaged in. To complete CITI training, visit
www.citiprogram.org.

Group 1: Biomedical Research Investigators and Key Personnel

This is most appropriate for researchers involved in clinical drug or device trials or other biomedical
research. Biomedical studies include studies on human physiology or the treatment or understanding of
the disease; however, not all biomedical studies include the administration of a drug or use of a device.

OR
Group 2: Social/Behavioral Research (SBR) Investigators and Key Personnel

This is most appropriate for researchers who specialize in the social and behavioral sciences. Data
collection methods commonly include surveys, interviews, focus groups, observations, and other
noninvasive measures. SBR tends to focus on attitudes, beliefs, and behaviors.

If you have questions about UMB CITI training, contact the UMB HRPO at 410-706-5037. If you have
guestions about the Veterans Affairs CITI training, contact Yolanda Gayden at 410-605-7130 or
yolanda.gayden@va.gov.

2. HIPAA Training (required once)

UMB policy requires that all individuals complete HIPAA 125, regardless of whether or not they are
engaging in research. All individuals engaging in research must also complete HIPAA 201. This applies to
all faculty, staff, and students engaged in human subjects research.

To complete this training, login at http://issomvweb4.som.umaryland.edu/hipaa/quiz/index.asp. Your
username is your six-digit UMB employee ID number, and your password is your first name.

If you have questions about accessing the HIPAA training, contact the University of Maryland School of
Medicine Help Desk at 410-706-3998.

3. Good Clinical Practice course (required every three years)

All individuals engaged in human subjects research at UMSON are required to complete a GCP course
every three years. This is consistent with the UMB HRPO policy for National Institutes of Health (NIH)-
funded investigators.

Option 1 — NIDA CTN: To complete this training, visit https://gcp.nidatraining.org.

Option 2 — GCP-SBR eLearning Course: To complete this training, visit
http://www.sbm.org/training/good-clinical-practice-for-social-and-behavioral-research-elearning-course

Option 3- CITI GCP- Social and Behavioral Research Best Practices for Clinical Research training (Please
note that the CITI Social and Behavioral GCP training and the Society of Behavioral Medicine GCP are the
same course). To complete this training, visit https://about.citiprogram.org/en/homepage/
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Email your GCP completion certificate to the UMSON Office of Research and Scholarship at
NRSResearch@umaryland.edu. If conducting NIH-funded research, you should also email your certificate
to HRPO at hrpo@umryland.edu.

4. Environmental Health and Safety Training (EHS) (See required training frequency below.)
All employees that work in a laboratory are required to take laboratory safety training.
o New employees who work in a laboratory must take the classroom course prior to working in a
laboratory.
e All employees who work in a laboratory must take the online laboratory safety training on an
annual basis.
e Employees with potential exposure to blood-borne pathogens must take the blood-borne
pathogens training annually.
e Employees who work with radioactive material must take radiation safety training, which is only
offered in a classroom setting.
e Employees who ship biological material must take the Department of Transportation Infectious
and Biological Material Shipping training either online or in the classroom. Training is required
very two years.

Additional EHS training may be required depending on your job duties.

e To determine what training you need to complete for your job-specific duties and to register,

visit www.umaryland.edu/ehs/training. Trainings may include:
e Blood-borne Pathogens

Laboratory Chemical Safety

Hazardous Waste

Radiation Safety Training

e To view the training schedule, visit www.umaryland.edu/ehs/training/classroom-in-person-
training-schedule-and-registration.

e To complete online training you will need to create an account at MyEHS.

For questions about biosafety, blood-borne pathogens, recombinant DNA registration, etc., contact
Melissa Morland at 410-706-7845 or mmorland@af.umaryland.edu.

For questions about radiation safety training, contact Nick Wellnitz at 410-706-7055 or
nwellnitz@umaryland.edu.

5. PHS Conflict of Interest Training (required every four years)

All UMB employees participating in the design, conduct, or reporting of research funded by
PHS)agencies (including NIH, CDC, SAMHSA, FDA, AHRQ, HRSA, ATSDR, IHS) will complete their online
PHS Conflict of Interest Training through the CITI program at
https://about.citiprogram.org/en/homepage. Access to the CITI COI module is outlined below for UMB

employees with and without current CITl accounts.

Non-UMB employees, which include sub-award recipients, consultants, or other collaborators without a
UMB account, will continue to take the training through the NIH website. It is recommended non-UMB
employees contact their respective institutions for additional guidance.
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If you have any questions, contact Shilene Johnson at shilene.johnson@umaryland.edu or Erin Burch,
accountability and compliance specialists, at erin.burch@umaryland.edu. Both are in the COI Office.

Accessing CITI for Protection of Human Subjects Training
(Basic or Refresher Course), Conflict of Interest, and Good Clinical Practice
Training

Step 1: Visit www.citiprogram.org.

Step 2: Log in or register (if you do not have an existing account).

If you don’t already have a CITl account, you will need to create one. When creating your
account you MUST affiliate with the University of Maryland, Baltimore.

géCITI

=8 PROGRAM

REGISTER

CITI - Learmer Registration

seps: [l2 2 ¢ 567

Select Your Grganization Affiliation

\ated with a CIT1 Program subscriter organization

this username and password in step

| AGREE to the Terms of Service for ace

Step 3: Once you are logged in to your account, your screen should look like the image below. Select
“Add a Course or Update Learner Groups.”
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English [~ Tensize: 4 A Log Out | Help

e
Saarch Kno B

ROGRAM
Main Menu | My Profiles | My CEUs | My Reports | Support

Main Mani

= University of Maryland Baltimore Courses
& Course “Status o Completion Report 4 Survey

Group 1.Biomedical Research Investigators and Key Personnel. heot Started Nat Barned

My Learner Tools for University of Manyland Baltim
& Add a Course or Update Learner Groups @
& view Previousty Completed Coursewark

& Update Institution Profile
& view Instructions page

& Remove Affillation

+ Click here to affiliate with another institution

v Affillate as an independent Learner

Step 4: For Question 1, if you have never completed any trainings, select “Protection of Human
Subjects,” “Conflicts of Interest,” and “Good Clinical Practice.” Otherwise, only select those courses you
need to complete at this time.

Select Curriculum

University of Maryland Baltimore

Question 1

Please make your selection below according to your role or interests.

This question is required. Choose all that apply.

Protection of Human Subject:

Lab Animal Welfare

Responsible Conduct of rch
Conflicts of Interest

Good Clinical Practice

Good Laboratory Practice (GLP)
Practice-Based Research Network

Revised Common Rule

Step 5: For Question 2, if you have never completed CITI human subjects basic training, you will need to
be enrolled in the Basic Course. To enroll in the Basic Course, select “Yes.” If you have taken the CITI
basic training (through UMB) previously and need to take the refresher course, select “No.”
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elect Curricult

University of Maryland Baltimore

SUPPORT
888.529.5929

8:30a.m. -7:30 p.m. ET
Monday - Friday
Contact Us

Question 2

Are you here to take a Basic Course?

This question is required. Choose one answer.

@ Yes : Please select this option if you are taking this course for the first time,
you will be enroll to the Basic Course.

No: Please select this option if you had completed basic course before, you will
be enroll to the Refresher course.

&CIT1
Accessibili

\\ PROGRAM
Copyright

Privacy and Cookie Policy

Terms of Service

Step 6: For Question 3, select either the Biomedical or Social/Behavioral group. Most UMSON faculty,
staff, and students should select Group 2.

" Curriculum
Ba

Itimore

. | 1
Unwersnty of Maryland Ba

SUPPORT
888.529.5929
8:30a.m. - 7:30 p.m. ET

Monday - Friday
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Question 3

Please select the group appropriate to your research activities.

Choose one answer.

Group 1: Biomedical Research Investigators and Key Personnel.

@ Group 2: Social / Behavioral Research Investigators and Key Personnel
Group 3: IRB Member Module - ONLY
Clinical Research Coordinator (CRC)

Lab Animal Welfare: Select this response to bypass the Human Subjects Course
Go to Question 3 for the Lab Animal Course and select the appropriate
response.

GCITI

Accessibilit

bility \1 PROGRAM
Copyright
Privacy and Cookie Policy



Step 7: For Questions 5-9, you can select “Not at this time.” Some individuals may choose to complete
additional trainings, such as Responsible Conduct of Research. Completing additional trainings is
encouraged but not required. If you wish to complete additional trainings you can self-select those
courses by changing your answers to Questions 5-9.

r/ Y
an ; W o o
u. Collaborative Institutional Training Initiative

W PROGRAM

Main Menu / My Courses My Profiles My Records My CEUs Support

Heme » Add a Course

Select Curriculum - Unkver: Maryland Baltimore (1D: 411)

* indicates a required field.

* Please select appropriately If you wish to enroll In the courses balow.

Choase all that apply

[ IR8 Administration

1] Instizytignal Official: Human Subjects

[ Mot at this time,

= s

Accessibility Copyright Privacy Naotice Terms of Service Contact Us

Step 8: For Question 10, if you have never taken the GCP course, select “Please Show me the Basic GCP
courses.” If you have taken a previous GCP through CITI, select “Please show me the Refresher GCP
courses.”

Select Curriculum

University of Maryland Baltimore

Question 10

Good Clinical Practice (GCP)

Would you like to enroll in the Basic stage of the GCP or the Refresher stage? (Only

select refresher if you have completed the basic previously)

This question is required. Choose one answer.

Please show me the Basic GCP courses

Please show me the Refresher GCP courses

SUPPORT LEGAL ol
£88.520.5028 Accessibility == A
.529. ccessibili
=x PROGRAM
8:30 a.m. - 7:30 p.m. ET Copyright
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Step 9: For Question 11, all UMSON staff, faculty, and students engaged in human subjects research
should select “GCP - Social and Behavioral Research Best Practices for Clinical Research.”

Select Curriculum

University of Maryland Baltimore

SUPPORT
888.529.5929
8:30 a.m. - 7:30 p.m. ET

Monday - Friday

Question 11

Basic - Good Clinical Practice (GCP)

Make your selection below to be enrolled in the basic stage of the following GCP

courses:

Choose all that apply.

Good Clinical Practice and ICH
Good Clinical Practice Course (US FDA focus)

+ GCP - Social and Behavioral Research Best Practices for Clinical Research

Start Over

g&CITI

Accessibility

wx PROGRAM
Copyright
Privacy and Cookie Policy

Step 10: You will now be at your “home” screen. On this screen you will see active courses (those in
progress), course ready to begin (those you need to take), and complete courses.
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-\('H\'(‘ Courses Learner Tools

University of Maryland Baltimore
Social and Behavioral Responsible Conduct of Research
Stage 1 - RCR

3 /8 modules completed "
) Continue Course

Courses Ready to Begin Learner Tools
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University of Maryland Baltimore
Good Clinical Practice and ICH

Stage 1 - Basic Course

0/ 13 modules completed
Start Now

University of Maryland Baltimore
Group 1.Biomedical Research Investigators and Key Personnel.

Stage 3 - Refresher Course

0/ 14 modules completed
Start Now

University of Maryland Baltimore
Group 2.Social / Behavioral Research Investigators and Key
Personnel v

2] <
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Step 1: Go to http://issomvweb4.som.umaryland.edu/hipaa/quiz/index.asp.

Step 2: Log in using your UMB employee ID Number and your first name as your password.
Step 3: If you do not have an account, follow the instructions for creating a new account.

If you cannot remember your login, select “Look UP/Request a Login.”

Back to HIPAA Website HIP A A Online Trairung

HIPAA Training Home
PRINT CERTIFICATE

Questions/Problems
Employee/Student/Affiliate ID

Your Password

[ Look UP/Request a Login ]

If you have an on-line training account (i.e., one used previously for HIPAA training), log on using your UMB Employee Identification
Number. The password is your full first name

Instructions on how to create a new account.

If you do not have an account, select “Create an ID.”

Note:

This database search may retum more than one record. A number beginning with "0" is an official UMB assigned employee ID. A number beginning with "2" is an 1D assigned by
the School of Medicine to individuals who are customers, partners, students, or other affiliates who do not receive a University of Maryland pay check, but who use UMB or SOM
resources. If you have a Campus affiliafion and receive an ID that begins with 3 "9" and at a later time become an employee of the University of Maryland, you may have two IDs; if
this is the case, please use the ID that begins with "0".

If we found a record for you, please verify the information displayed and make note of the employee ID — select the number beginning with "0" if multiple records are displayed.

If seg record is returned, please click the "Create an ID" button, fill in the identifying information requested, and an ID will be assigned.

Create an ID | tinue to On-line Training

Step 4: Complete HIPAA 125 and 201.

Accessing GCP Course through NIDA CTN

Rev. 070ct2019
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Step 1: To access the GCP course, visit https://gcp.nidatraining.org.

Step 2: Create an account.

“ylo® National Drug Abuse Treatment About  ContactUs  Help
] Clinical Trials Network

The Good Clinical Practice (GCP) ¢
aff in the conduct of cli

Login

new enhanced features, please click here.

jin, please sign in using the link to the right if you have already Forgot passw
created an account. If you do not have an account, click here to

register Sign in

Create an Account

First Name*

Last Name*
MNode/University Name
Staff Number

Protocol Role(s)*

OIN Investigator

0 QA - QA Staff

[J RS - Research Staff
[ RG - Regulatory Staff

£ >

Step 3: Complete modules.
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Qverview

My Progress Resources Certification

Overview of Good Clinical Practice Training

ning consists of 12 modules. Each module discusses a

fic GCP standard

Users have the nplete

4, Institutional Review

dentiality & Privacy =

1al New Drugs

Resources Certification

My Progress

Module Score

& Introductior WA
Lt

I

® bW ® O

Research Misconduct

B

Step 5: Print the certificate.
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My Progress

Module

IOED Pr——

is hereby granted to
Jessica Rowe

GOOD CLINICAL PRACTICES

Course Completion Date: 4 January 2017
CTN Expiration Date: 4 January 2020

Tracee Williams, Training Coordinator
MNIDA Clinical Coordinating Center

1
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to certify your pletion of the six-h quired course on:

MODULE: STATUS:
Intreduction MiA
Institutional Review Boards Passed
Informed Consent Passed
Confidentiality & Privacy Passed
Participant Safety & Adverse Events Passed
Quality Assurance Passed
The Research Protocol Passed
Documentation & Record-Keeping Passed
Research Misconduct Passed
Roles & Responsibilities Passed
Recruitment & Retention Passed
Investigational New Drugs Passed

This wraising has been Smded in whale 0r in Bart Wit Federal nds from e Nagosal Insse on Orug Abuse, Nasosal
Insinutes of Hoafth, Departmant of Waslsh and Muman Senices, snder Contract o SHSNITH01 201 00004

100%

100%

80%

o
F

100%
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Accessing GCP Course through the Society of Behavioral Medicine*
*This same course is available through CITI, and it is recommended that you access the course through CITI.

Step 1: Go to http://www.sbm.org/training/good-clinical-practice-for-social-and-behavioral-research-

elearning-course.

SOCIETY of BEHAVIORAL MEDICINE Homw | Comact s search

MEMBERSHIP MEETINGS PUBLICATIONS TRAINING

Mamzanp

=5 bt o ety i an

Other Aesources.
Good eLeaming Course

Membership Benefis

Join 5004

Membership Srochure

Step 2: Create a Non-member account.

SOCIETY of BEHAVIORAL MEDICINE Heme | Cormaetus | seacn

About Ge e WS 0 Member Login

MEMBERSHIP MEETINGS PUBLICATIONS TRAINING

Annals of Behavioral Medicine Translational Befavioral Medicine More Great Reads

CURRENT ISSUE CURRENT ISSUE OUTLOOK MEMBER NEWSLETTER
SUBMITA T SUBMITA SBMCONNECT BLOG
MANUSCRIPT MANUSCRIPT

OTHER BEHAVIORAL MEDICINE JOURNALS

Are you an SBM member? Logn 1o read behaviaral

medicine joumats fos free.

To begin your training:

+ SBM members, click hero ta log in and access training modules. You will be able ta reset your username

andfar password if you have forgotten them.
Leadershun Institule
‘ + Non-members, click here to create a login. A login is required to access training modules. save your

progress. and issue a completion certificate.

Consultatian Pragram

Course Sylisbl Datsbase Training materials were developed by the Clinical and Tranalational Science Awards Prograrm, funded by the NiH National
Center for Advancing Translational Science. SBM is hosting the training at the request of the NIH Office of Behavioral and

Social Sceences Reseanch,
This traiing Is comprised of nine viden modules, Completing the enlire training means working through sach module and

successfully completing knowledge tests and exercises along the way. The training is designed to track progress, and offers an
option to print or save a certificate of completion at the end. individuals are expected to save their certificate and provide a
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Step 3: Log in and select “Good Clinical Practice (GCP) for Social and Behavioral Research — eLearning
Course” and complete the modules. You must achieve a score of 100 percent on each module
assessment to continue to the next module.

Step 4: Download and print your certificate.

., " Referenced Materials - Urwv_.. o |CICEROBETA B Sugpesmes Sies = 28] ek Shoe Clery =
Good Clinical Practice (GCP) for Social and Behavioral Research - eLearning Course

Welcome | Module 1 | Module 2 | Module 3 | Module 4 | Module § | Module & | Module 7 | Module 8 | Module § | Certificate

Congratulations! You have successfully completed the Good Clinical Practice (GCF) for Social and Behavioral Research eLeaming Course.

Click here to ds load your of

Thank you for completing your training through the Society uf Behavioral Medicine {SBM; SBM isa mulhdly:pllnary professional organization working to

improve health by changing behavior. Our 2,300+ scientific ind students. They treat and prevent disease by
conducting research and translating evidence into practical nppllcmns that improve the health MlMW‘ﬂUmS families, and whole communitias.

SBM fights for research funding, helps members find jobs, and focuses decisl kers' attention on beh. I medicing evid The society alss
continuously advances members' careers and the field of behavioral medicine through special interest groups. an annual meeting, and other activities. Members
have ryriad epporiunities io leamn, share, network, publish, present, and maore.

Click here for membership information.

SOCIETY of BEHAVIORAL MEDICINE

Good Clinical Practice Training for Social and Behavioral Research

CERTIFICATE of COMPLETION
This certifies that
Jessica Rowe, MA, MS
SBM tracking ID- (M

complered the National Institutes of Health Office of Be
behaviogal resea

Mo Do

Mary Dean
Executive Director, Society of Behavioral Medicine

al and Social Seience Research good elinical practiee for social and
rinls e-learning course on 2/1/2017.

Society of Behavioral Medicine
555 East Wells Street, Suite 110 lwankee, W1 * 53202
Phone: (414) 218- 31536 * Faxx: (414) 276- 3349
www,shinorg
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