GOULB IRB

SUBMISSION &
REVIEW PROGESS

SPRING 2018




JASON WANG
MARY WALKER
TIFFANY ROSE

RESEARCH COMPLIANCE STAFF




* CSULB IRB
* Research Regulation
* |[RB Submission Process

 |IRB Review Process
e Q&A



WHAT IS THE
ROLE OF THE




IRB COMMITTEE

The CSULB IRB is comprised of |3

members from various disciplines.The
Respect for Persons role of the IRB is ensure the protection
and welfare of human subjects
participating in research according to the
regulation by:

S e °

Beneficence Justice

Assessing the risk/benefit ratio to ensure
the risks are minimized

* Ensure equitable selection of subjects

* Confirming potential subjects understand
their rights

* Reviewing adequate data protection and
storage measures




The IRB must review and approve all
elements of the research to ensure the
procedures are ethical.

Last semester an individual conducted a
survey without IRB review and approval.The
“research” activities alerted campus police
because participants felt the survey
questions were invasive and the “researcher’
groped female participants.

’




GREAT EXPECTATIONS




COMPLIANGE IS A TWO WAY STREET




IRB

* Adheres to federal, local and local
regulation

* Maintains accurate records of all research
related activities

* Reviews all research with human subjects
to ensure subjects are not exposed to
more risk than necessary

* Reports issues of non-compliance

INVESTIGATOR

Conducts research according to the IRB
approved protocol

Reports adverse events

Maintains CITI training

Avoids conflict of interests and coercion

Complies with University research policies



FEDERAL
REGULATION

COMMON RULE VS. FINAL RULE




RESEARGH WITH HUMAN SUBJECTS

The federal regulations consider the definition of “Research with Human Subjects” to be a
systematic investigation that collets information, biospecimens or uses data derived from living
individuals to draw conclusions that contribute to a knowledge base.

Collecting/using new or existing data or biospecimens from a small population to analyze and
apply the results to a larger population.




TRAINING AND PROJECT FEASIBILITY




GITI TRAINING

* Online training, free of charge to CSULB
affiliates

e About 2 hours to complete

* The CSULB IRB only requires completion
of the Social & Behavioral Basic/Refresher
Course

* Training is valid for 3 years after date of
completion

* www.ClITlprogram.org

a1

X PROGRAM


http://www.citiprogram.org/

English . Text size: A A Elzabeth Bonsignore 1D: 1619734 | Log Out | Help

o4
.. I I Collaborative Institutional Training Initiative
uu

at the University of Miami

X PROGRAM
ManMenu My Profiles CE Credit Status My Reports  Support
Man Menu
v Course W Status w Completion Report v Survey
Social & Behavioral Research - Basic/Refresher Not Started Not Earned
Passed

Sodal and Behavioral Responsible Conduct of Research Print Report Take Survey

Q21672010

My Learner Tools for University of Maryland College Park

¥ View Previously Completed Coursews
¥ Update Institution Profile
¥ Viewinstructions page

¥ Remove Affiliation

» Click here to affiliate with another institution

From the Main Menu -
Click on the link,

“Add a Course or
Update Learner Groups”




PROJECT FEASIBILITY

* What is the goal of the project! What questions am | seeking to answer or what hypothesis am
| trying to prove!

* What type of assessments (surveys, interview or focus group questions) do | need to create!?
* How will | recruit participants?
* Do | need permissions from anyone?

* Will | have enough time to complete my research as planned? Account for delays or
unanticipated problems because so many other entities are involved beyond yourself.




FORMS, TEMPLATES & IRBNET




WHAT HAS CHANGED WITH THE
GSULB IRB PROGESS?

* Now 3 IRB Applications based on risk level
* New category of review added, Limited Review

* Most projects that previously required expedited review now qualify for Administrative and Limited
Review

* Secondary data analysis now includes prospective data

* Consent Form (“legal document”) is replaced with a Consent Notice
* Most projects no longer have an expiration date

* Revised Faculty Advisor Letter

* Federally funded projects will receive review under the pre-2018 Common Rule until July 19,2018




SUBMISSION DECISION TREE

Is my project
research with
human
subjects?

NO, because | am not
conducting a systematic
investigaton that will
contribute to genralizable
knowldege through
interactions with individuals
OR | am only analysing non-
identifiable information.

YES, because | am collecting
information through
interaction with individuals
OR analyzing identifiable
private information
(individuals can be directly
or indirectly identified).

STOP
Submission to the IRB
is required. Which IRB No further action is
Application should | required. An IRB
submit? Application is not
required.
L IRB Application IRB Application
fIRB;‘PF:!IcatIOZ for for Expedited
or Existing and Administrative and Standard
Secondary Data A d limiiad T —
and Limited Review
Review
For Projects involing: F —— i For projects involving:
] or projects involving: -
* Secondary analysis of . ] ] * Interventions and
identifiable data Surveys, interviews and assessments (minimal and
) focus groups (release of data greater than minimal risk)
* Retrospective and/or will not place subjects at . ) . .
prospective secondary harm) Behavioral interventions
data analysis * Benign behavioral * Inclusion of children or

other vulnerable

interventions with adults. .
populations

* No children or other
vulnerable populations



CATEGORIES OF REVIEW

e Administrative & Limited Review

— IRB Application for Administrative & Limited
Review

— IRB Application for Existing & Secondary Data
* Expedited Review

— IRB Application for Expedited & Standard
Review

e Standard Review

— IRB Application for Expedited & Standard
Review

Admin &
Limited

Less than minimal risk

Surveys, interviews,
observations,
secondary data (no
children or vulnerable
populations)

1 board member
review

Expedited Standard

Greater than minimal

Minimal risk .
risk

Any project that

Interventions, requires invasive or
assessments, projects risky procedures.
involving children Vulnerable populations
included

At least 2 board

. Full IRB review
members review



TIMELINE OF RESEARCH ACTIVITIES

Submit IRB Recruit,
Application consent and
I‘Deve.lop & respond begin data
project ideas & to IRB collection
methodologies inquiries Publish

Solicit Submit
permission Requests for
letters amendments to
i the IRB

Approval



TEMPLATES & OTHER APPENDICES




IRB APPLICATION FOR
ADMINISTRATIVE & LIMITED REVIEW

=

s2, YoUur project may require Expedited or Standard Review. If your project involves
the use of identifiable secondary or existing data, please compiete the IRB Application for Existing & Secondary
Data.

You should only fill this form out if your project involves any of the following:

# MNormal educational practices in an educational setting. The research activities cannot adversely affect students*
opportunity to learn required educational content OR adversely affect the instructors who provide instruction.

Example: Comparing multi-media lzsson plans in Fall Semester to paper-bazed lesson plans in Spring semester. The
same educational material is covered, only the teaching technique varies.

} Surveys, interviews, observation, educational test or behavioral interventions where the data collection is verbal,
in writing or recorded (audio or video) and MUST satisfy one of the following:
o Anonymous data collection {ne links to identifiers such as names)
o Data collected does not place subjects at risk or harm
o Data that are identifiable, but protections are provided for confidentiality
Data collectio lving children {under 18] or other vulnerable ions requires E
via the IRB Application for Expedited and Standord Rewiew:.
Example 1: Qualtrics survey to collect data on CSULB students’ study habits during finals for the purpose of a senior

d Review and

thesis; whether dsta are collected anonymously or confidentially.

Example 2: Interviews with transgender women to understznd the harassment they endure in the workplace. No
names, employers or company names are used. Pseudonyms used instezd. Interviews will be audic recorded with
permission in the consent form prior to the interview.

# Benign i ions i ized deception (subjects must consent to deception prior to the
research procedures). The use of concealed deception or i ion requires ited Review and i
via the IRB Application for Expedited and Stondard Review.

Example: Group activity involving a white woman in scenario 1 and a black man in scenario 2 who both demonstrate
an anger problem and subjects are surveyed to determine underlying gender and racial bias. Subjects were
consented to participate in & puzzle competition that involved an element of deception that the Pl agrees to reveal
at the conclusion of the experiment.

# Public benefit and service programs that are federally funded or conducted by the federal government.

An of room wait times in 3 Veterans Affairs hospital.

# Taste and food quality tests involving ingredients the FDA determines safe for consumption.

Example: A marketing taste test evaluation of 2 chocolate chip cookie compared to 3 nutrition bar flavored like 2
chocolsts chip cookie. Participants will submit surveys ta determine whether the heslthy nutrition bar is = tasty
substitute for real chocolste chip cookies




WHEN TO SUBMIT THE IRB APPLICATION
FOR ADMINISTRATIVE & LIMITED REVIEW

* Surveys, interviews, focus groups and observations that involving ADULTS

* Benign behavioral interventions

* Normal educational practices meaning, the instructional technique or pedagogy is altered but
the content of instruction remains the same

e Taste tests

* Federally funded service projects




PROJEGT SUMMARY

Provide the IRB with
some context:

Why is the research
important?

Is there current
literature to support
your hypothesis?
Describe any program
functions as
necessary.

Define any new terms

2. PROJECT SUMMARY

Title of Project

Describe the purpose of the project. Provide context to the importance of the research and explain
how the results of this study will contribute to the field of study or specific population.

Total number of subjects anticipated: [

Describe the subject population (Select all that apply):

s+ [J All genders [J Non-English Speakers
065+ [J Females only [J College Students
[J Other age range (Explain): | [J Males Only [J General public
[J other (Explain): [ public officials
r tex [0 Agency/Institutional officials

Provide any other subject characteristics for inclusion in your project:

Subject characteristics such
as: CSULB students |8+,
majoring in Psychology and
self-identify as an ethnic
minority and gender fluid



SUBJECT RECRUITMENT

Describe how you plan
to recruit subjects:

What is your initial
point of contact!?
How will you
inform potential
subjects of your
study?

How will potential
subjects inform you
that they are
interested in
participating

Will you conduct
any follow-up
contact!

List all methods of subject recruitment (Select all that apply):

[ Flyers/letters [T Subject pool [1 passive recruitment
O Emails [ Tabling in public [ social media post
[ Telephone [0 personal network/Snowball [J Other (Explain):

[ In-class announcement sampling here to enter tex

Describe the step-by-step recruitment methods for each subject group (do not include any other
project procedures in this section):

List the setting(s) of the research activities (Select all that apply):

[J cSULB (in class) [ public setting [ Telephone

[ csuULB (out of class) CINonprofit or Other Agency ] Email

[0 CSULB (online) [0 Government Facility [ Social media

[ other College Campus [ Foreign Country 0 Amazon mTurk

7 K-12 School [ subject’s work/home [ Online (general public)
O Lab [ prison/Jail O other

List the location of the research activities (Agency/school names, city, county or social media site):

Do you have permission from the facility, institution or director of the organization to conduct your
project? * |f yes, please attach signed permission letter or data sharing agreement to this package.

Ovyes* O No [inProgress

Is the project primarily for training purposes?

COyves [INo [ Other (Explain): Click p |

List all methods of data collection (Select all that apply):

O Surveys/Questionnaires [JOne-on-One interviews

O Focus Groups [0 Data Mining

[ Educational Tests/Assessments [ Digital media (videos, pictures, simulation)
[0 Accessing Public Records [0 Access to medical/academic records

[0 Observation [J Biospecimen Analysis

0 Audio recording O Experimental Controls
] video recording ] Other (Explain) ¢

C

You will need permission
to conduct your research
anywhere on campus,
within an organization,
business or club.
Permission must be
obtained prior to IRB
approval

Only list sites you have
permission to include



MOST
IMPORTANT
QUESTION!!!

METHODOLOGY

Describe the step-by-step procedures of your project beginning with the informed consent process
and continuing with all other project activities (all project activities must occur AFTER IRB

approval):

Will subjects be compensated for their participation? If monetary compensation is to be provided,
please specify the amount and provide a justification for that amount that avoids potential
coercion.

O No
[J Yes (Complete below):
Mode of compensation (Check one): ClCash [ Gift Card J Course credit [ Other (Explain):

Total Amount per Subject:
Justification (Explain): ¢

3. RISKS AND MITIGATIONS

Describe any reasonable risks subjects may experience participating in this project (Ex. Risk

#1: Loss of confidentiality, Risk #2: Discomfort answering questions, Risk #3: etc...):

Provide a reasonable mitigation to reduce each potential risk listed above. Each mitigation

should directly correspond to each risk (Mitigation for Risk #1, Mitigation for Risk #2, etc.):

SECOND MOST
IMPORTANT
QUESTION!!



DATA AGCESS & STORAGE

4. DATA ACCESS

Who will have access to the data?

Where will the data be stored?

will identifiable data be collected (names, OvYes* [ONo [ NotSure The primary focus of the IRB
student ID numbers, address, etc.)? is to protect the protection

*If yes, why is it necessary for identifiable data Ty
to be collected? ) ) J

Will you have access to external data i.e. Oves* No through research
medical charts, public records, proprietary methodologies but th rough

information? protection of their data

*If yes, please describe the additional data you will have access to: during et dhs resesms

Is it possible for the information collectedtobe | CJyves* [ No
traced back to identify the individual with
subject master list or by other means?

*If yes, describe the method(s) to protect subject privacy and confidentiality:




IRB APPLIGATION FOR EXPEDITED &
STANDARD REVIEW

Research Projects Qualifying for
Expedited & Standard Review

e confirm that
nay require quali

our research activities
dministrative or

satisfy one of the following criteria. Otherwi
Limited Review.

You should only fill this form out if your project involves any of the following:

# Clinical trial involving a medical drug or device cleared for use by the FDA.

v

Collection of blood samples by finger prick or venipuncture under the following conditions:
o Healthy, nen-pregnant adults weighing at least 110 pounds. Amount of blood collection
cannot exceed 550 ml with 8 weeks (no more than two blood draws per week).
o Other adults and children {with consideration for age, weight and overall health).
Amount of bloed collection cannot exceed 50 ml with 8 weeks [no more than two blood
draws per week).

Prospective collection of biological samples by non-invasive means.

Y Y

Collection of data by non-invasive means in a clinical setting with the use of FDA
cleared/approved medical devices (excluding X-ray).

v

dentifiable data collection of individuals via voice, video or image recordings made for research
purposes and the data collection may place subjects at increased risk.

> Research on an individual or group characteristics or behavior {perception, cognition,
metivation, identity, language, communication, cultural beliefs or practices and socizl behavior)
that do not satisfy the Exempt category (research involving public officials, anonymous data
collection or less than minimal risk posed to subjects would be considered Exempt).

# Research is greater than minimal risk, meaning the assessment or intervention involves more
than what subjects would encounter in nermal everyday activities or the data has the potential
to pose additional physical, psychological, criminal or sodial harms.

# Research involving vulnerable populations (i.e. children, pregnant women, fetuses, prisoners,
undocumented individuals and other populations deemed vulnerable by the IRB).




WHEN TO SUBMIT THE IRB APPLICATION
FOR EXPEDITED & STANDARD REVIEW

* Project activities involve interventions or invasive assessments

* Children under |8 years old are subjects, regardless of risk level

* Inclusion of vulnerable populations such as undocumented residents,
elderly, or individuals with cognitive impairments

* Federally funded (Until July 19,2018)

* Use or collection of biospecimens




IRBNET

t irbnet.org

D ; U Password
IRBM Innovqtn‘e Solutions for Login: % I“ * Login
Compliance and Research Management

&, New User Reg @ Foroot Your Password?

Hom he IRBNet Difference Demo Contact Us

Comprehensive Solutions

Demo
Satisfied Members
The Industry's Most Complete Solution
IRBNet's unmatched suite of electronic solutions drives compliance and productivity for your "Our first electronic meeting went
Administrators, Committee Members, Researchers and Sponsors. These powerful research design so smoothly! It was over so fast
management and oversight tools support your IRB, IACUC, IBC, COI and other Boards with a unified the members didn't know what to
solution do. They just sat there for a few
minutes in disbelief."
Flexible, Intuitive and Easy to Use
Your own forms. Your own processes. Your own standards. Powerful reporting and performance - Bruce Day
metrics. The data you need. From electronic submissions to form wizards, to agendas, minutes, and Dircctor, Office of Research Inte _“"
more. Our easy to use, web-based tools are rapidly launched and backed by our best practices % et
expertise and the industry's leading support team Marshall University
»
Secure, Reliable and Cost-Effective
IRBNet's secure web-based solution is accessible to your research community anytime, anywhere. Our
enterprise-class technology is cost-effective and designed to accommodate institutions of any size
\ [ 2018 Events - Join Us
I
8| + Annual AAHRPP Conference
Try the demo and see for yourself! | Denver CO, April 20 - 22
| S — ¢

. OHRP Research Community
Forum (RCF)
Boston MA, May 1-2

. HCCA Research Compliance
Conference

Austin TX, June 3 -6

002-2018 Research Dal

Copyright €

Privacy

IRBNet ( ) is the online submission platform for the CSULB IRB



http://www.irbnet.org/

OTHER REQUIREMENTS

Faculty Advisor Letter (students)

Consent Notice

Recruitment Material

Permission Letters

Survey/Interview Protocol




GCONSENT NOTICE

Notice of Informed Consent
Purpose & Instructions

Purposa: The purpase of the Notioa of Informed Consent ks to provide subjects with a concise
summary of the research actisities, risks, benefits and rights 35 a research subject. The informatian is
designed to be a supplement to the camversation and ver bal instructions the investigator provides to
sultjects. Try to keep the consent imited to one page. Remember the goal & to be concise.

Directions: Please use the temglate on the third page 1o create a Motice of Informed Consent. AN
prajects collocting data fr n subfects must includs this document with their IRE
Subsmisdians. Pleacs ramove the instructional pages prior 1o submi
consenting subjects. The instructional pages ane designed to provide same guidance an genarating a
complete Notice of Informed Consent. Remove all lighting and instructional formats in the
Matice of infermed Consent prior to submitting to the IR8 and consenting subjects.

Subjects cannat provkde consent to participate Inyour study untll AFTER IR8 Approval, All subjects
must provide eonsent prior to paticipating in any project activities or collection of data,
ineluding sere ening ¢ dermagraphic questions. Please include in the header o faater af eath page of
tha Comsent Notice, “Approved by tha CSULB IRB [Approval Date]”, as indicated on your IRB
Approval ketter once the project is approwed by the CSULB IRB.

Language

The eeasant language shauld be in laymen's berms, The use of 81 grade reading level is bypically the
standard. Please define all terms and acronyms far the first mention of the termis). Remember, most
sulbtjects are nat familiar with the subject matter of your field department’s terminalagy, The paint of

w (POV] should be in second persan using phrases such as, “you are invited to participate...” and “you
will be asked to camplete the fallowing activities..”.

Signatures

Subjects should pravide their printed name (or pseudanym
participants will nat provide 3 live sigraturs, s proper justification shauld be pravidad in the IRB
Apglication. The IRE must approve the waiver of documented informed consent prioe to allowing. In the
absence of a subject’s signature, the Pl must provide hisfher signature and date and a statement to the
effect af, "I have readfubjects were pravided with the notice of consent. The subject is aware of their
rights as a research participant and had verbally provided consent”.

Options for Recording

IF yaur praject actiities invalve sudio andfar videa recarding fram a recarding Bavice ar pregram
application such as Zoam ar Skype, subjects must indicsts whether they agres to the recording. You

gnature and the date of consant. IF

shipuld include an cption at the end of the consent form such the ane below for subjects ta indicate:

[ ¥es, | agree to the [audia/udes] recarding

[ Mo, | do not agree ta the [aud

deo] recorcing but, | agres to handwritten nates

Costs and Compensation

If subjects will incur costs to participation such as parking fees or the use of their own equipment o
supplies, that shoukd be clearly nated s subjects can choase whether the cost s warth participation.
Additionally, if you are offering any form of compensation such a course credit, gift cards, cash ar any
ather incentive, you must clearky nate:

h, 2 eavirse credits, $5 ealfes card, ste )
cemtive (after the sctivities in parsan, emailed, LS. Postal mail,

= what the incentives are (515 ¢

#  hew subjiects will rece ive the i
raffles draving, et} and;

= note whether subjects will receive full compensation should they withdraw their participation or
refuse to participats in certain aspects of the project.

Rizks
The risks listed in the Consent Notice shauld be consistent with the risks listed in the IRB Applicstion.
The language does nat have to be verbatim but the contest shauld be the same.

Child Assent

Far projects invaling minars {children under 18 years ald), the child must preside assent in addition ta
parental cansent. The child assent shauld fallow the same template as the Cansent Motice but the title
shauld read “Child Assent” and the lnguage should be appreariste far the sge group of subjects.
Children can anly participate if bath the child and parent provide consent. IF the parent provides consent
and the child refuses or wice versy, the child is not allowed to participate and an albernative activity must
be provided if the project is in a schoal or classroam setting.

Parent Consent

Parents must provide cansent ta allaw their child under 18 years old to participate. The language shauld
deseribe whit activities you are asking their child to participate in. Use kanguags such as, “your child wil

be asked to complete a 10 minute survey..”. The end of the consent natice shauld have the fallawing:

Masa of Chidd

M=y of Pa

Notice of Informed Consent

Project Title: [Inzert Project Title]
Investigator(s): [Insert Mame of P first then Co-Investigaton(z)]
Project Contact: [Tnsert ernail or phone mmber]
California State Univerzity, Long Beach (CSULE)
b azd aF

O af B CSULE: 1250 Belflower Blvd. Long Beach, CA 59540

You are being asked to pamicipate in a research study.

The purpese of this shady is to [insert on sentence about the murpose]. If you decide to participats
you will be asked to [lst ressarch activities] which are all for research muposzes. The total time
of your participation is expectsd to last [meert time durstion]. The rizks to participating i this
smady include [Hat risks]. The mvestigator will make svery attempt to reducs these rizks by [list
mitigationa]. You [maymay wot] diractly bapafit from participating in this smdy [list bnafits, if
any]. However, the results of this smdy may benefir [list benafit(s) to society or broader

Any information collected from vou in this study will be stared in a secure location and will not
b shared with anyane wha dees not have appreciate provisions to access the information.

You may contact the Office of Research and Sponsored Programs at
ORSPComplisnce@eznlb.edu, or calling (562) 883-8147, if you have questions about vour rights
as & research participant.

Signing thiz docwment means that all mformation sbout the study has been eplained to you
orally, the ivestigator has answered amy guestions yoo have shaout the sty and that vow
vohmtarily agrae to participate.

Mame of Subject (Printed)

Subject Siznature Date



Notice of Informed Consent
California State University, Long Beach (CSULE)

Office of University Rezearch, C3ULE: 1250 Bellflower Blvd., Ltngz Beach, CA D0540

Project Title: How to Increase Happiness
Investigator{z): Betty Smuth LIS,
Project Contact: Smiles(@csulb.adu, (362) $83-1000

You are being azked to participate in a research stady.

EBafore you agree, the investizator rst tell viou about the purpose, procedures and duration of tha
rezearch activities. Additionally, vou will be informed of 21l experimentsl procedures, any potential risks,
and discomforts, benefits of the research and whether there are any beneficial alternatives to participating
in this smdy. Finally, the imvestizator will explain how any information collectad about vou will be kept
confidentizl. Femembar, participation iz volantary and you should 2=k any questions you have before
agraeing to participata. You can refusa to participate at any time without any penalty or loss of benefits.

The purpose of this stady is to leam how smdents remain pozitive and happy during stressful sitwations. If
you dacide to participate vou will b2 asked to complste 2 short survey which is all for research purposes.
The total tims of your participation is expeacted to last about 15 minutes. Although the rizks to
participating in thiz study are minimzl, you may experience fealings of discomfort from answering
questions. The investigator will mzke evary attampt to reduce these rizks by raminding you that you may
zkip questions or refise to answar any question. You may not directly benefit fom participating in thiz
study. However, the results of thiz stody may benefit other college students who can leam methods of
increasing their happiness.

Awy information collected from you in this stady will be stored in 2 secura location and will not be shared
with awyone who does not have appreciate provisions to access the information.

You may contact the Office of University Fesearch at OESPComplisnced® czulb.adu, if vou have
questions about vour rights 22 a research participant.

Bigning thiz document means that all information about the sudy has beeu]explained to you orally, the
investigator has answered any questions you have about the stody and that you voluntarily agres to
participate.

Subject Siznamra Date

Sulject Siznaturs



PERMISSION LETTER

CITY OF LONG BEACH

CIVIL SERVICE DEPARTMENT
J3) Won Ouman Bovdevyed, 70 Flose o Lo Basch Cabloris JORG) _» (1) 8304300 FAX (3637) 170400

Printed on letterhead (when applicable)

s PI’'s name

Dear Mr. Brian

Project title

| approve of you, Brian to collect data for your thesis from employees within the
Civil Service Department at the City of Long Beach. Employees may voluntarily
participale in your study titled “The Self-Cormecting Workplace: The impacts of
Continuance Commitment and Job Autonomy on the Relationship Between Job

s Explain the scope of the permissions:

You will be provided with the work email addresses of employees eligible for your study
and be alowed to directly email your survay invitations 1o them. You will also

encourage them 1o participate outside of work hours. - Recruitment

Additionally, | understand that | will only be receiving the final draft of the research study
and not have access lo any additional data or analyses.

S, — Use of facility resources
}/ I ,/(f(. ": ,;;c' ,',,lf L

Randeo ToforSwood — Conduct research activities at the site

City of Long Beach

B s — Sending emails on behalf of the PI

— Providing organization/agency data

AN EQUAL CPPORTLNITY EMPLOYER
WY | ONCBEACH COMCAL SERACE




FAGULTY ADVISOR LETTER

Facuity Advisor Statement
TO: CSULS institutional Review Board

FROM: Dedbie Foxy, PhD, RDN

NAME OF STUDENT: Amber Jones

TITLE OF PROJECT: investigating Eating Behaviors Among Calfomnia State University, Long
Beach Veteran Students

STATEMENT OF THE ADVISOR
|, Debbie Foxy, cortify that | have reviewed and confirmed the following regarding the

aforementioned project

and

= The student and | have discussed and reviewed the submission for appropriaten

completeness with regard o the collection and protection of subject data

= The research methodologies align with acceptable methodologies of this discipline.

2 The risk/benefit ratio is appropriate for the projoct activitios.

2 The potential risks include: Discomdon answering questions
2 The appropriate safeguards in place
Qquestion(s) they desire 10 not answer

minimize the risks indude: Participants can skip any

% | will continue supervision of this project and ensure the student remains compliant with

CSULB research policies by meeting regularly with the student to discuss data collection and

maintenance

ave read and

My signature below certifies th
aspproved the attached IRB Apgp

t | as the Faculty Advisor of this research

Department of Family and Consumer
Sclences 58147
Debbie Foxy@csuldb.edu




REVIEW & APPROVAL




Step I:

Submission

* Complete CITI training

* Upload IRB Application
and all relevant
attachments to IRBNet

* Sign the submission

Step 2:
Pre-Review

» Confirms completeness

* Recommends revisions to
improve submission

Step 3:
IRB Review

* Project is assigned to the
appropriate review
category

* Projects assigned in order
of submission

* IRB has | week to review
project and suggest
modifications

Step 4:
Modifications

* Mandatory changes
requested by the IRB
based on ethics and
compliance

* Changes must made to
secure approval

* Contest any
modifications in a cover
letter

Step 5:
Approval

* Approval letter issued via
IRBNet after
modifications are
adequately addressed

* Start research according
to approved application

* Request Amendments




APPROVAL LETTERS

* No expiration date for less than minimal

CALIFORNIA STATE CNIVERSITY, 1ONG BEACH and minimal risk projects.

OFFICE OF RESEARCH & SPONSORED PROGRAMS

* Insert the header or footer “Approved

TO: Boblby Jackson, Ph.D.
FROM: California State University, Long Beach Institutional Review Board

[Date] by the CSULB IRB” on consent

Caltfornia’s Public Schoals

REFERENCE # 18-173

SUBMISSION TYPE: New Project

ACTION: APPROVED fo r m S a n d fl e rs
APPROVAL DATE- January 10, 2018 °
REVIEW TYPE: Expedited Review

.
This is to advise you that the Institutional Review Board for the Protection of Human Subjects (IRB) of [ ] Re S O n d to A n n u a I ‘ h e C I(_ I n I f O u I a n to
California State University, Long Beach. has reviewed your protocol application.
Your application is approved according o the U.S. Department of Health and Human Services (HHS)
regulation at 45 CFR 48.110(a)(7).

Approvat i st mgiing dauary 10, 2015 acco s s oot wiingness oy ot yor continue the research after one year.

continuing responsibilities under University policy

*fou must clearly indicats in the header or footer of each page of your approved Informed Consent
Form and recruitment material as follows: “Approved January 10, 2018 by the CSULB IRE”

If you need to make changesirevisions to this approved project, you must submit a Request for

Amendment to an Approved Protocal form in addition to any documents affected by the requested )
change. Submit these documents as a subsequent package o your approved project in IRBNet. The O O O v v 9
CSULB IRB must approve the requested changes prior to implementing the changes to your project

fou are required to inform the Director of Research Integrity and Compliance. Office of Research &
Sponsored Programs, vis email ORSPCompliance@esulb.edu or through IRBMet within twenty-four

hours of any adverse event in the conduct of research involving human subjects. The report shall
include the nature of the adverse event, the names of the persons affected, the extent of the injury o
or breach of security, if any. and any other information material to the situation
Maintain your research records as detailed in the protocal

-

Respond to the Annual Check-In notice via IRENet if you intend to continue the project after ane
year from January 10, 2018.




AMENDMENTS TO APPROVED
PROJECTS

Submit a Request for Amendment to an Approved Protocol form when changing or adding:

Personnel

Advertisements

Study procedures

Survey/Interview questions

Recruitment sites

Subject size or characteristics




FINAL
TAKEAWAYS

IF YOU DON’'T REMEMBER ANYTHING
ELSE, REMEMBER THESE THINGS




* Complete CITI training BEFORE submitting to the IRB.

* If you are conducting a survey, interview or focus group with adults, you will
need to complete the IRB Application for Administrative & Limited Review.

* The review process takes time.

* Contact the IRB first with any questions. It is easier to prevent mistakes or
correct minor mistakes than it is to resolve a situation that got too far out of

hand. Even then, we are still available to help.
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GONTACT THE IRB

Email: IRB@csulb.edu

Phone: (562) 985-8147 (Ask for the IRB)
Location: Bldg. FO5,Rm. | | |
Website: http://web.csulb.edu/divisions/aa/research/compliance/humans/

OR
Visit www.csulb.edu, type “IRB” in the search bar and click the first link



mailto:IRB@csulb.edu
http://web.csulb.edu/divisions/aa/research/compliance/humans/
http://www.csulb.edu/




