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STEP 1: CREATING YOUR PROFILE

° Why we are required—significance of the process?

° http: //samhouston.infoed.org/

° Login and Get Profile: 2 important buttons — left margin
e Get Profile

® Getting a profile involves 5 steps:
1. ID state (TX); click continue
Select university (SHSU); click continue
“Get profile” — check the box for, “Profile Not Found in List”

User asked to complete: Name (under which you are registered at
SHSU); SHSU email (system does not recognize some of the other

e~

carriers); primary department; and username & password; click
continue

5.  Email confirmation of user’s login information—includes the user

ID (SHSU login) and password.



http://samhouston.infoed.org/
http://samhouston.infoed.org/

Persons Not Affiliated with SHSU

Pls who are not affiliated with SHSU and who want to
conduct human subjects research at Sam Houston State
University must notity the ORSP (936.294.4875) and
give the information necessary for that office to
provide them with a profile. Once they have a validated

profile, they will be able to access this online system.
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Infoed Home Page

,ff‘ Welcome to the InfoEd eRA Portal for Electronic Grants administration - Windows Internet Explorer

@ @ - http: /isarmhouston,infoed, org)

Google - || B searchwet + | §2 || 5 site popups allowed TE] Autorl | e opt

\Welcome ba the InfoEd e, X

@ Home - Prokection of Human ... | |

ER h Portal Streamlining Electronic Research Administrati

e = | Home
Help Mew Portal
»Home
- elcome to the InfoEd eRA Portal for Electronic Grants Administration
Get Profile
InfoEd is the leading provider of software solutions
SPIN for managing sponsored programs.
GEMNILS

Waorldwide, over six hundred academic, medical and scientific institutions rely on
InfoEd to support their grant and contract activity. InfoEd's proven web-based
moadules streamline processes, enable proactive monitoring of compliance, and
enhance internal and external collaboration.

The company provides the most comprehensive and
integrated line of sponsored programs software.




e RA PO rtal Streamlining Electronic Research Administration

¢ © | | Get Profile

Lag CQut Help Mew Portal

Home

Get Profile Login

Login

» Get Profil
= oreme Step 1... Select vour State/Province

SPIN Texas | &

GEMNIUS

Step 2... Select vour Institution
Sam Houston State University =| €=

Step 3... Select yvour Profile

™ Profile Not Found in List <=

Continue




ERA PO rtal Streamlining Electronic Research Administratic

¢ & |3 | Get Profile

Log Out Help Mew Portal

Home

Get Profile Login

Login

¥ Get Profil
e orere Step 1... Select vour State/Province

SPIN | Texas |
GENIUS

Step 2... Select yvour Institution
|5am Houston State University;l

Step 3... Select yvour Profile

W Profile Not Found in List

Last Name |J|:|hnstn:|n

First Name II.E.'I“D‘_E,F

Middle Namel

Email Address |Edu_l:-:j @=zh=u.edu

Primary Department [COLLEGE OF EDUCATION | set |
Username |Edu_l:-:j at least & characters
Password || 11nni at least & characters

Re-Enter Password II 11l

| Continue I




Get Profile

e RA Po rtal Streamlining Electronic Research Administration

Home

Login

»Get Profile

SPIN

GEMILS

Get Profile Login

***Once your Profile is

Step 1... Select your State/Province created, you will be able to
Texas
use the program
Step 2... Select vour Institution . .
Sam Houston State University lmmedlately. ORSP no
Step 3... Select your Profile longer is required to
Step 4... Is this the Profile? manually validate profiles.
Yes, this is my profile S

Last Name BEARREUM
First Name JAMES
Middle Name A
Email Address ICC_JAB@SHSU.EDU
Primary Department COLLEGE OF CRIMINAL JUSTICE

Step 5... Completed! Your Login information has been =ent to yvou at the above email address.

Flease follow the instructions it contains to access your account. Thank You

/




,ff‘ Welcome to the InfoEd eRA Portal for Electronic Grants administration - Windows Internet Explorer

@@ - I hktp: ff=ambouston.infoed. org)

Go glt':‘ - j| {45 Searchweb - | ﬁj!- ||E| Site popups allowed 5] AutoFl | E Opt
W w53

Welcome to the InfoEd &... X | & Home - Protection of Humar ... | |

e RA Po rtal Streamlining Electronic Research Administrati

e |\ | Home
Help Mew Bortal
» Home
Login Welcome to the InfoEd eRA Portal for Electronic Grants Administration
Get Profile
InfoEd is the leading provider of software solutions
SPIN for managing sponsored programs.
GENILS

Warldwide, over six hundred academic, medical and =scientific institutions rely on
InfoEd to support their grant and contract activity. InfoEd's proven web-based
modules streamline processzes, enable proactive monitoring of compliance, and
enhance internal and external collaboration.

The company provides the most comprehensive and
integrated line of sponsored programs software.

Once Profile is set, Click Login and enter name and password




Login
Home =
» Login Lﬂgll‘l
Get Profile
SPIN Username 3gId02
GENIUS . . )
Password |sssssess wan] | Click Login or hit Enter key




Logged in User: GLEN KERCHER

l?r 9 F—='f§

Log OQut Help Portal

My Human Subjects

ﬁ ShowList
g Search For

[ﬂ Create New

9Find Funding ﬁ CV Database

4 Records Found,

My Open Action Items
Open Assigned/Due

Thursday, February 28, 2008
2:15:353 PM Due=

Thursday, February 28, 2008
2:28:16 PM  Due=

Wednesday, April 23, 2008
11:15:12 AM  Due=

Tuesday, July 08, 2008
12:56:39 PM  Due=

TV VAR )

® User name appears at top of screen
*Two categories: My Human Subjects & My Profile

* See Next Slide for further instructions

My Profile
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The My Human Subjects list is the most important for most uses with this system. Here are found links
to new applications, modifications of previously submitted protocols that are under review, amendments,
adverse event reporting, continuing review, final reports, and help. While scrolling down the list the user
should choose the link that serves his/her intent. For example, to begin a new application, click Create
New. If clicking that link does not take the user to the application, check to be sure there is not a popup
blocker preventing access. If so, disable it.

Selecting the Show/List link will take the user to a list of all his or her applications that are under review
and have been previously approved. To make modifications to a previously submitted application that is
still under review, click the open folder icon to the left of the protocol (under Actions).

The Search For link will enable the user to access his or her protocols that have been closed. Opening an
old application can enable the user to copy and paste from the old to a new application. This can also be
accomplished by selecting Create New and checking Copy from Existing Human Protocol.

Creating a New Regular Initial Application

This application is to be used by any undergraduate or graduate student who is enrolled in a class that
requires completing a research project involving human subjects. This does not include graduate students
who are working on their theses, dissertations or other supervised research projects. After logging in, the
Principal Investigator (Pl) should go into My Human Subjects along the left margin and select Create
New.

- /




Create

@ Mew Human Protocel in Human Subjects Development
) New Human Protocel in Human Subjects Management

) Copy From Existing Human Protocol

Powered By "TI:OEd Copyright & 2011 InfoEd International, Inc.

At the Create dialogue box, check New Human Protocol and
click continue.




Close |

Protocol Creation
Enter Title
SHST =]

In the Protocol Creation box, enter the title of the |[peweree 8y INFOE copyrighe & 2008 1nfoed intzmational, 1
research and click continue.

-]

Select PI Create New Profile || Continue I

|I{EECHEE, GLEN &4 (COLLEGE OF CREIMINAL JUSTICE) |

Search for a particular entry

Filter by Position

| =

-
] ADAMMW@W_I_

At the Select PI window, your name should appear in the PI box. If it is not there, click on the first

letter of your last name to see if you are in the system. If so, select your name and close. If not, call

the Office of Research and Sponsored Programs at X4875 for assistance. Click continue.

—




éSubm[ssicm General - Windows Inte pSh -}
http://samhouston.infoed.org/compliancenet/ui/DevSubmission.aspx?Projld=16BCC214-04E5-436A-8D1 C-B18046E41 ASD&objectid=195E4 FAF-ODFE-4303-B74 C-36E34TDE003F 2

2011-07-029

[E. G H W 9 3 E | 2011-2012 IRB Presentation PowerPoint
Sharla G Miles - RESEARCH & SPONSORED PROGRAMS
| Change Project Information

Done Back Save Forward Help Access Show

Protocol 2011-07-029
EI lji'l Submissions (1)
B 2D 1nitial Review (1) . . )
: - _ Components for Initial Review Submit 1=
liﬁ Initial Review
Current Submission
Form/Document Name Edit Status Upload Remowve
IRB Application
Application Form & Incomplets Mandatory
Add Institution Forms/Supporting Documents

Powered By ]nf'DEd Copyright © 2011 InfoEd International, Inc.

At the Components for Initial Review window, click the Edit icon by the Initial Application line to

open an application.

Uploading attachments—click on Add Institution Forms/ Supporting Documents

-




Updated By: GLEN A KERCHER @ 16-Jul-2008 1:12:54 PM

Initial Application

O com plete

Page 1
A

Is this project a:l ;I

Clasroom Project

Regular Initial
Thesis/Dissertation

To identify the application as a regular research project, select Regular Initial or
Thesis/Dissertation from the drop down box beside “Is this project a”:

Formal application appears below

Menu
See Next Slide
Save for furth
Check In/Out or turther
) information
Print

™~
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Along the left margin of the formal application is a Menu tab. When that is
clicked, the PI has the option of saving the application. Saving an
application periodically is a good idea, so that no information will be
inadvertently deleted. Printing a copy of the completed application
provides a reference for the PI and supervising faculty. It can also be sent to
other participating agencies or institutions. You can only print an application
once it has been checked complete and the red pdf icon appears next to

Complete. To print, simply use the Ctrl P on your keyboard.
P P Pty Y Y

-




UPpOd4teEd oy Hharla & Miles [ Ub-Aug-2011 4:45:99 PM
IRB Application O c{,m,ﬂete|

Page 1
Contact Information

2| | Office of Research and Sponsored Programs Sam Houston State University Huntsville, T 77341 [(936) 294-4875

Type of Application
Is this project a: hd

Page 3
Initial Regular Application

1. Ethics Certification (CITI)

A copy of your CITI Certification needs to be on file with the Office of Research and Sponsored Programs (ORSFP). A copy of this certificate
will be emailed automatically to Sharla Miles upon completion of the training.

O *1 hereby certify that a copy of my CITI Certification has been sent to the ORSP.

* The application is the same for the Regular Initial option, which is only for Faculty use.

* At the top of Page 3 of the application the user is asked to indicate whether the required CITI
training has been completed. If the training has been completed, a copy of the certificate is
automatically generated and emailed to me. A copy of this certificate does not have to be attached

to the application.




/ I1. Research Title \

*Raeserach Title:
2011-2012 Thesis/Dissertation and Regular Initial PowerPoint Presentation

II1. Personnel:

A. Principal Investigator (PI)

*Name Miles, Sharla G @, ﬂ *University Status/Title M

*Department & ﬁ *College & .ﬂ

*Phane Number *Email

Address

B. Faculty Sponsor - required when PI is a student:

Mame Miles, Sharla G & _ﬁ University Status/Title -

Department @) z Collage & ﬁ

Phone Number irdndari-!ess

C. Co-Investigators and other Key Research Personnel {Co-PIs) I{',:I

MNarme Department Collage Email Address University Status/Title
B. Faculty Sponsor - required when PI is a student:
Name [4, ¢ University Status/Title -
Department @: z College @: ﬁ
FPhone Mumber Email
Address

» User’s name and title auto-populates within application

» Students must remove their name from faculty sponsor (B) using the blue arrow (compare both B
sections)

»To choose Department/ College, click on the Edit icon (paper & pencil symbol)

» User must type in their contact information

> Select student from menu for University status

» Do the same for your Faculty Sponsor

=




IV. Research Funding

*A. The funding status of my project is: il

Funded
Mot Funded
Pending Grant Proposal

*To your knowledge, has this protocel been reviewed and subsegquently disapproved by any Protection of Human Subjects
Committee (PHSC)? Mo -

B. Disapproval of the Research

C. Data Collection Settings

A performance site for SHSU research is a location at which the investigator conducts the research. SHSU may be conducting the research
for another institution that receives federal funding, and therefore, the federal grant originates elsewhere. When this is the case, the
originating grant holder's institution must be listed as the primary setting for SHSU and the PI on the grant must be listed as a co-

investigator on the SHSU application. Additionally, the SHSU PHSC must review the portion of the grant that supports the research at
SH5U.

1. Settings:

[ =. sHs5U O g. Hospitals

] b. schoals [ k. Ancther State
|:| c. Community |:| i. Another country
] d. Prisans/jails [ j. web survey/chat
[ e. Ancther university O k. other

[ f. Mursing hemes

Research Funding (IV A) —The PI may select the funding status of
their project

Disapproval of Research (IV B) — Informs the IRB is this application
has been reviewed previously

Settings (IV C 1) - The Pl may choose as many as apply. Additional

information must be provided for every location other than SHSU
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D. Additional Review Reguired

Reviews beyond that of the PHSC may be required for this study (e.g., agency approval). Please indicate which of the reviews below apply
to this study.

*1. Faculty sponsor h

*2. Departmental review -

*3. College review (Chair and Dean) -

*4, Instituticnal review (e.g., school, prison, agency, business) -

*5, Other h

&. Have you already received approval documents from other agencies (e.g.. other schools aside from SHSU, prison, agency,
business)?

Additional Reviews (IV D) - Select all that apply. It approval to
conduct the research has been granted by the agency or institution,
that documentation should be uploaded in Section F 4. For
example, if the proposed research is being conducted at a school,
attach a signed letter of support (on the district letterhead) from
the school or district and attach it to the application.

- /




V. Conflict of Interest (COI) Disclosure

All investigators involved in this research must disclose to the PHSC all real, apparent, or perceived conflicks of interest, including
significant financial, professional, and institutional conflicks. The term "investigator” is defined as any person responsible for the design,
conduct, or reporting of the research. This includes, but is not limited to, the Principal Investigator, Co-Investigator, and other key
research personnel. Disclosure statements regarding these conflicks may also be required in the informed consent document(s].

Financial COI

*1. Do any investigators, or family members thereof, have a real, apparent, perceived, or potential significant financial CO1I
associated with this study?

*1a. If yes, please summarize the conflict.

2. Has a management plan been developed to address the significant financial COI disclosed above? Please note: Final PHSC approval
of the research cannot be provided until a8 management plan is in place.

Ma. A& financial conflict has not been reported and a management plan has not been developed. SHSU personnel: contact your
O oepartment Head far further instructions.

O Me. A coOl has been reported, but a conflict of management plan has not been developed.

Yes. A conflict management plan has been developed. Provide a summary of the management plan to be implemented in crder to

minimize the affect of the conflict on the design, conduct, or reporting of the research and/or integrity of the human subject protection
] pregram or provide a copy of the finalized written management plan(s), if available.

Conflict of Interest (V) Select Yes or No from the pull-down menu.
Yes - summary

Management Plan Choices

-




VI. Project Risk

A. Level of Risk
[ Mo more than minimal risk

EPartil:ipatinn presents a minimal threat to safety, health, and well-being of participant(s)
Participation may cause severe injury, major damage or loss, damage a person's reputation, and/or result in negative publicity and
[ well-being of participant(s)
B. Likelihood that something will go wrong
O unlikely to occur
|:| May occur in time
[ erabably will accur in time

[ Likely to occur immediately or in & shart period of time and expected to occur frequently

C. Procedures

[ Mene used
[ eiclagical samples

Test (attach a copy to your application)

Survey [attach a copy to your application)

O ehysical measurements Interview (attach a copy to your application)

O review of meadical/mental health recards Phone Interview (attach a copy to your application)

[ review of meadical treatment, academic, and/ar criminal recards Other

oOoooo

D. Sensitive Subject Matter

[ Mene used O criminal activity

O abortion [ eody composition See Next Sllde for
O a1os/HIV O oepression ) )

O alcahal [0 Learning disability further 1nstructions
O orugs O other

E. Maintaining Confidentiality

*1. Will the research be coded to protect the identity of the subject when shared? Y25 7

2. If the data will be de-identified or destroyed during or after the research (including audictapes, videotapes, and photographs), when

will this ccocur? Mote: This information should be included in the consent document, particularly if links or identifiers will be maintained
indefinitely.

3. Will you or your research team need access to participants' records h

4. Will you be using audio or video taping during the data collection stages (include a statement in the consent form)? Y25 7

F. Methods to manage risk (including risks related to loss of confidentiality or psychological risks)

Explain:

G. Will you be applying for a Certificate of Confidentiality? (please include a statement in the consent form) h




e

Level of Risk (VIA) - The PI should select of the level of risk to participants in terms of
physical, emotional, legal, and reputation issues. The PHSC will review the application to

determine whether the PI’s assumption is accurate.

Procedures (VI C) - Check the types of procedures that will be used in the research. More
than one procedure may be checked. At the Components of Initial Review dialogue box (the
place where the completed application will be submitted, the PI will be prompted to upload
documents related to those procedures.

Sensitive Subject Matter (VI D) - Choose all that apply.

Maintaining Confidentiality (VI E) - Answer each question.

Managing Risk (VI F) - This is a very important consideration and should be thought
through carefully before submitting the application.

Audio or Video Taping (VI G) - Yes or no. When this is to be done, the cover letter or

informed consent document must specifically inform the participant.

-

™~




/‘H"II. Lay Summary

Summarize the proposed research using non-technical language that can be readily understood by IRE members whose primary concerns
are scientific. The complete summary (parts A-F) must not exceed a total of 300 words. Use complete sentences.

_ A. Statement of purposefand background information necessary to understand the study:
B. Description of procedures,/methods:

C. Statement of duration of subject participation:

D. Anticipated risks:

E. Anticipated benefits:

Lay Summary (VII) - Under sections A through E, the PI
is asked to summarize the research project in lay terms.
Provide sufficient information so that a reviewer will
have a clear understanding of the project. This will

usually require at least one paragraph.




/ VIII. Scientific Summary

A. Briefly state the research hypothesis being explored by the current research. Include a discussion of the present knowledge relevant to
the research and the aims and significance of the research. Cite appropriate literature to support the relevance and importance of this
research.

B. Please describe in chroneological order all the tasks/tests or procedures subjects will be asked to complete in participating in this
research.

C. If the research will require blood draws,. bone marrow biopsy samples, other biopsies, or the collection of other tissues, etc., performed
solely because of participation in the research, please indicate the exact months and frequency with which sample will be taken.

0. Will any biclogical samples be stored, even temporarily. as & result of this research?

E. Does the research involve the use and disclosure of protected health information (PHI)? Health information means any
infarmation {oral or recarded in any form) that is created or received by a health care provider, health care plan, health
authority, employer, life insurer, school or university, or healthcare clearing house and relates to the past, present or future
physical or mental health or condition of an individual. For example, if you are reviewing or creating medical records as part of
this study, you are using PHI.

F. Will any portion of the research involve deception?

™~

Scientific Summary (VIII) This section asks for a more broader research context, including

hypotheses, state of knowledge, and related research from the literature.

Protected Health Information (VIII E) This inquires about recording or sharing protected health

information (PHI). This is an issue that is regulated by federal law (HIPAA) and must be careful

considered. Additional documentation is required when a study collects or distributes PHI.

\ Use of Deception (VII F) If deception is used, a debriefing document should be uploaded where
indicated.




/ IX. Research Participant Selection and Recruitment
A. Participant Population
*1. Expected number of participants
2. Age range (check all that apply):

[ newborn to 2 years of age* [ = te & years of age*
[0 7 to 11 years of age* [ 12 to 15 years of age*
O i6 to 17 years of age* [ is toc 64 years of age

[ e5+ years of age

3. From the list below indicate which populations are the focus of recruitment efforts for this research. (Check all that apply)
People with Intellectual Disabilities or Mental Iliness
People who are Decisionally Impaired

Minors [< 18 years of age) See NGXt Sllde for
K-12 Students in a Classroom Setting
SHSU students

SH5U psychology subject pool

further instructions

Pregnant Women when Pregnancy is the Primary Focus of the Research
Prisoners (complete form for involving prisoners in research)

SH5U employees

Economically disadvantaged

Other*

OOoOoOoOooooooo

4. Federal regulations require that the selection of research subjects be equitable in order for the IRE to approve the research. If a
particular population will be excluded (i.e. pregnant women, non-English speaking), you must JUSTIFY the exclusion of this population.

[ Mo subjects will be excluded based upon sex, race, ethnic group, or religion

[ The fallawing population of subjects will be excluded fram the research:

B. Recruitment of Participants

1. How will potential participants be initially identified for this research study?

[ pirect person-to-person contact [ existing documents not in the public demain

[ Telephone contact O records (e.q.. medical, employment. school)

[ eposted notices (attach copy) O internet
[ mass mailing O e-mail
Media advertising (newspaper, radic) (attach copy Letter (attach copy
d d ( d ( h ( h
O other

If Other, please specify

C. Records on

1. If participants are to be selected from records ocutside SHSU, indicate who gave approval for the use of the records. If the records are
"private" medical, mental health, criminal history, academic, or student records, provide the protocol, consent documents, letters, etc.,

for securing consent of the participants for the use of the records. Written documentation for cooperation/permission from the holder or
custodian of the records should be attached

D. Compensation and Costs of Participation
K 1. Will participants receive any compensation or inducements (i.e. money, gifts or gift certificates) before, during, or after

participation in the study? h




e

Research Participant Selection and Recruitment (IX A & B) - Check
all that apply. The user will be prompted at the Components of Initial Review
dialogue box to upload any and all forms of consent that are indicated by the

application.

Accessing Records (IX C) - When intending to access records about
participants outside the University, appropriate documentation for
cooperation/permission from the custodian of the records should be
uploaded. Clicking on the plus sign will provide an icon for uploading the

necessary documentation.

Compensation and Costs of Participation (IX D) — If PI would like to

offer incentives for participation in the project, they should indicate here.

-
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X. Informed Consent

Informed Consent applies to this application i

X. Procedures to Obtain Informed Consent/Assent

A. Indicate all of the types of consent processes to be used in the research, and attach copies of all relevant documents to this
application.

[ written Infarmed Consent ] assent - Writtan

O waiver of Infarmed Consent [ assent - verbal

] parental Permission [] waiver of Assant

[] waiver of Parental Permissian [ alteration of Consent

[ cover Letter [ Prospective Written "Short Form”

E. Please indicate whether the Principal Investigator will personally perform the consent process, including the documentation of informed
consent and/or assent, or whether the PI will retain responsibility for overseeing this process, but delegate the authority to perform these
duties to others:

O only the BI will abtain consent [ FI, ca-Pls, and delegates will abtain consent
[ only Delegates will obtain consent

Obtaining Participant Consent (X) There are different kinds of consent documents: adult signed
consent, adult unsigned consent/ cover letter, signed parental consent, signed assent (participants

between the ages of 12-17), and waiver of assent. Check the appropriate types and upload those

documents into the application.

-




XI. Reguest for Waiver of Consent, Alteration of Consent, or Waiver of Documentation \

The PHSC may (1) approve a consent process that does not include, or alters, some or all of the elements of informed consent, or (2]
the PHSC may waive the requirement to obtain written consent (called a waiver of documentation), or (2] the PHSC may waive the
requirement to obtain informed consent entirely. In order to make these determinations, the PHSC must ensure that the Federal
requirements for each waiver/alteration criterion are met and justified for the specific research protocol.

45 CFR 46.116(d) An IRE may approve a consent procedure which does not include, or which alters, some or all of the elements of

informed consent set forth in this section, or waive the requirements to obtain informed consent provided the IRE finds and documents
that:

(1) The research involves no more than minimal risk to the subjects:

(2) The waiver or alteration will not adversely affect the rights and welfare of the subjects;

{2) The research could not practicably be carried out without the waiver or alteration; and

(4) Whenever appropriate, the subjects vill be provided with additional pertinent information after participation.

*A. Are you requesting a waiver of informed consent or an alteration of consent under 45 CFR 46.116 (d) for all or part of the
research? M

45 CFR 46.117(c) An IRE may waive the requirement for the investigator to obtain a signed consent form for some or all subjects if it
finds either:
(1) That the only record linking the subject and the research would be the consent document and the principal risk would be potential

harm resulting from a breach of confidentiality. Each subject vill be asked whether the subject wants documentation linking the subject
with the research, and the subject's wishes will govern: or

(2) That the research presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is
normally required cutside of the research context.

*B. Are you requesting a waiver of documentation of informed consent under 45 CFR 46.117 (c)? h

The only record linking the subject and the research would be a signed consent document, the principal risk or harm of the research
would be a breach of confidentiality and sach subject will be asked whether they want documentation linking themsealves and the
[] research, and the subjects' wishes will govern.

The research invelves no more than minimal risk or harm to the subject and invelves no procedures for which written consent is
O normally required outside of the research context.

Explanation:

If documentation of informed consent is waived, the PHSC may reguire the investigator to provide subjects with a written statement
regarding the research, which contains all the elements of informed consent. Please provide such a written document for review and label
it "Subject Information Sheet." Be sure that the document has a footer with version number and date.

Waiver of Consent, Alteration of Consent, or Waiver of Documentation (XI) Check

the appropriate justification for the request. Provide justification for any
exceptions to the IRB /




XII. Investigator Assurance

I certify that the information provided in this application is complete and correct. I understand that as Principal Investigator, I am
ultimately responsible for the protection of the rights and welfare of human subjects and the ethical perfformance of the research. I agree
to comply with all applicable UIC policies and procedures and applicable federal, state, and local laws. I also agree to the following: The
research will only be performed by gualified personnel as specified in the approved research application and/or protocol; No changes will
be made to the research protocol (except when necessary to eliminate apparent immediate hazards to the subject], or the consent
process (if one is required) without prior approval by the SHSU PHSC: Legally effective informed consent/assent will be obtained from all
human subjects, unless this requirement is waived by the SHSU PHSC: and using only the recruitment materials and informed
consent/assent documents that have been approved by the SH5U PHSC. The potential bensafits of participation will not be overstated and
reasonably anticipated risks will not be minimized. Subjects will be asked open-ended guestions to try and ensure adequate
comprehension of the information so as to allow for truly informed consent to participate. Unanticipated problems involving risks to
subjects or others (including adverse events), other reportable events, and subject complaints will be reported to the SHSU PHSC in a
timely manner. I certify that I have completed the reguired educational pregram on ethical principles and regulatory regquirements in
Human Subject Protections. I further certify that the proposed research is not currently underway and will not begin until PHSC approval
has been cbtained.

*I agree with the above:[]

*Date Application Completed:

=

*application Document Version #:

Investigator Assurance. Carefully read this section and check the box at the bottom that

you agree to abide by these terms.

/




] E3d Mandatory Questions (%)

Page Number Question

3 Phone Number
3 Email Address
3 College

] University Staty=/Titla

[ »

m

O com plete|

Eville, T¥ 77341 (336) 294-4873

I= this project a: Thesis/Dissertation -

When checking the Complete box, if a mandatory question is

left unanswered, you will receive an error message like the one

above indicating the unanswered question.

E*I hereby certify that a copy of my CITI Certification has been sent to the ORSP.

11. Research Title

*Reserach Title: { Message from webpage
on

S5

2011-2012 Thesis/Disseartati

I11. Personnel: 1 & I_h fiE|.l:|5..

Missing Values for:
A. Principal Investigator (PI) Department
*Name Miles, Sharla G &ﬁ College

Ph Murnk
*Department & .e one Humioer

Email Address
University Status/Title

*Phone Number

B. Faculty Sponsor - reguired wi
Name Miles, Sharla G & ﬂ

Cepartment & .e

Sorry completing form is not allowed with incomplete mandatory

Phone Number




IRB Application

E Complete

™~

x

Page 1
Contact Information

Office of Research and Sponscred Programs Sam Howuston State University Huntsville, TX 77241 (938) 294-4875

Type of Application

Is this project a:

Components for Initial Review

Submit 12

Current Submission

Formj Document Name

Edit

Status

Upload

Remowve

IRE Application
Application Form

Complated

p=

Mandatory

Add Institution Forms/Supporting Documents

Once the system completes its conversion of application to pdt, app.

disappears; refreshes Components window; Click Submit (“thumbs-up”

icon)




o m] D

& 0bjectlD=B65BF435-FEFL-4D79-9430-42A8EF313329

/@ http://samhouston.infoed.org/Protacol/SubmissionLogin.asp?ObjectiD=B6SBFA35-FEF1-4D79-043... 1| B[S

| http://samhouston.infoed.org/Protocol/SubmissionLogin.asp?ObjectlD=B65BF435-FEFL-4D79-943D-42A8EF313320 B |

e

Certification

2011-08-013

[ certify that the information provided in this application for for admission, and in [ change Project Information

any attachments hereto is true and complete.

iAccepted ) Declined
Username Password Submit 1%
EleCtI'OIliC Current Submission
s Upload Remove
signature ted b= R
#100% -
@ Submit - Windows Internet Explorer provided by Yahoo! E@ﬁ

http://samhouston.infoed.org/messaging/Submit.asp?ObjectlD=B65BF435-FEF1-4D79-943D-42A8EF313329&DUnig & ‘ DO NOT add

“I'l new person to

Protocol 2011-08-013 - Sharla G Miles "2011-2012 Thesis/Dissertation and Regular Initial
PowerPoint Presentation” (In Development)

review path;
% Route Path - IRB App-Thesis/Dissertation 2018w Person to Cth the gray

Review Path
Step 1 Add Supervising Faculty . o 1, ¢ Miles b1 .
Step 4 Post-Route Screening sharla G Miles E Smelt button;

click DONE and
then logout of

awx ~ )| Infoed
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Done Back Save Forward Help Access Show

N

2011-2012 Thesis/Dissertation and Regular Initial PowerPoint

Presentation

2011-08-013

Sharla G Miles - RESEARCH & SPOMNSORED PROGRAMS

| Change Project Information

Protocol 2011-08-013

EI | submissions (1)
EI |2 Initial Review (1)

Components for Initial Review

| Initial Review
|2} Amendment (0]
|Z) Adverse Event (0)

Current Submission

I3 Protocol Devistions (0) Form f Document Name Edit Status Upload Remowve
|2 Final Repart (0) IRa.:;‘EZE?:;DFnom &t Completed Ij-': Mandatory

I Linkages (0)

Add Institution Forms/Supporting Documents

= Management
|_] Attachments (1)
|2 communications (0)
) contacts

Route Name

Routing Progress
2011-08-013 - Sharla € Miles "2011-2012 Thesis/Dissertation and Regular Initial PowerPoint Presentation”

Route

Step Number/Name Who Notified

Decision Insert

Type
I Access
IRE App- Final Step 1 - Add Supervising Faculty Sharla G Miles 07-Aug-2011 6:33:05 PM E
Thesis/Dissertation Review
IRE App- Final Step 4 - Post-Route Screening  Sharla G Miles

Thesis/Dissertation Review

No comvments have been recorded yet

23

below matrix table

You know application is submitted because (1) no Submit

“thumbs-up” symbol and (2) the Routing Progress appears




e

To return to an application that was either started or submitted earlier, login and
choose the My Human Subjects tab on the left. Clicking Show/List takes the user a
list of his or her protocols. To add to a protocol, click the Open folder icon, and the
submission dialogue box will appear. Open the folder to be taken to the application.
To make changes it is necessary to uncheck the Complete box on the application.
When finished with the revisions, click the Complete boxes again and wait for the
red pdficon to appear and then close out of the application screens. At the
Components for Initial Review screen, click the Submit button. Before leaving the

system, click Done and then log out of the system.

-




From: sharla_miles@shsu.edu [mailto:sharla_miles@shsu.edu]
Sent: Tuesday, August 02, 2011 6:02 AM

To: Miles, Sharla; Miles, Sharla

Subject: IRE Protocol Submission Returned

Dear Sharla G Miles |

Y our IRB Protocol submission has been reviewed and retumed for additional information or revisions.

Please review the comments contained within the submission package Open Submission Package .

You mav address these concems and re-submit vour protocol application.
Thank vou,

Sam Houston IRB

Click on the link in your emalil to open the protocol
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m a E o 9 & E 2011-2012 Thesis/Dissertation and Regular Initial PowerPoint |

Done Back Save Forward Help Access Show Presentation 2011-08-013 |
Sharla G Miles - RESEARCH & SPONSORED PROGRAMS
Change Project Information

Protocol 2011-08-013

il | DO NOT CLICK ON RESPOND
2 Management Submissions - Add New

|_] Attachments (1]
[ Communications () Type Submitted on ¥|Status Approved From

2 contacts Initial Review | 07-Aug-2011 Modifications Required R%nd = (0]
(D Access

Approved To Review Date| Open Delete

Path to get to your application: samhouston.infoed.org>My Human Subjects>Show/List>Open folder

(Actions column)>Submissions window appears
If you take this path, you will “tree out” the Submissions folder on the left-hand side under the Protocol

number (see below) and click on the second Initial Review option

Components for Initial Review Submit 72

Current Submission

Edit Status Upload Remowve

Form/ Document Name

IRB Application
Application Ferm & Completed Iﬁ Mandatory

Add Institution Forms/Supperting Documents

1| Lo sraee - SPLT IRLIE LT § R

- /
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2011-2012 Thesis/Dissertation and Regular Initial PowerPoint
Presentation

2011-08-012

. Show
Sharla G Miles - RESEARCH & SPONSORED PROGRAMS
| Change Project Information
Click on Edit icon (paper &
Components for Initial Review pencﬂ) to Open application Submit 1=
Current Submission
Form/Document Name Edit Status Upload Remowve
IR%Q;;IFLZEI-E:J:D:OM & Completed IjE Mandatory

Add Institution Forms/Supporting Documents

wuLs Iranre LT ITUIIIAT § Iranre s L e

(el e

Type -
IRE &pp- Final Step 1 - Add Supervising Faculty Sharla G Miles 7 07-Aug-2011 6:33:05 PM DisApproved
Thesis/Dissertation Review : - Changes
Required
IRE &pp- Final Returnead for revisions Sharla G Miles 07-Aug-2011 6:40:37 PM Informed -
Thesis/Dissertation Review
IRE &pp- Final Step 1 - Add Supervising Faculty Sharla G Miles

Thesis/Dissertation Review

IRE &pp- Final Step 4 - Post-Route Screening  Sharla G Miles
Thesis/Dissertation Review

m

Comments

Sharla G Miles "Your application is not complete. All guestions must be answered. Flease cemplete your application and re-
submit. Thank you. ~Sharla"

1|

4| i1 | 3

NOTE: In the routing progress box below the matrix table, there
1S a comments section containing all requested revisions to the
protocol. Please follow these instructions in your revisions.

- /
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IRB Application

I? Complete

*

Page 1
Contact Information

Type of Application

I= this project a:|=2|aszrcc'|'| :rc_'ectd

[ Office of Research and Sponsored Programs Sam Houston State University Huntsville, TX 77341 (93268) 294-48735

_Page 2

Uncheck Complete Box

If the system will not allow you to uncheck the Complete box, click the

Check In/Out button ONE time.
Edit application as requested
Save

Check Complete Box

There will be a few minutes delay while Infoed is preparing the pdf file

Your application disappears and your Submissions window is refreshed

Click Submit

Components for Initial Review Submit 1=
Current Submission
Form/ Document Name Edit Status Upload Remowve
IRE Application
Application Form @: Completed Iﬁ Mandatory
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