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NOTICE OF REVISION TO UTPA IRB HUMAN SUBIJECTS
TRAINING REQUIREMENTS

Posted by: Grant Benham on 11/13/2007 Today's Date: 11/19/2007

NOTICE OF REVISION TO UTPA IRB

HUMAN SUBJECTS TRAINING REQUIREMENTS:

As part of a continuing effort to simplify the IRB process, the human subjects protection training
requirements have recently been revised.

Information about these revisions is provided in the accompanying guidance document. The document also
provides step-by-step instructions on how to register and complete the course.

Additional guidance about IRB policies and procedures can be found at
http://www.utpa.edu/orsp/irb.html

If you have any questions after having read the available guidance documents, please contact the UTPA IRB
Chair, Dr. Grant Benham, at gbenham@utpa.edu.

N http://broncnotes.utpa.edu/displayBulletin.aspx?bulletinID=1794 11/19/2007




NOTICE OF REVISION TO UTPA IRB
HUMAN SUBJECTS TRAINING REQUIREMENTS:

As part of a continuing effort to simplify the IRB process, the human subjects protection
training requirements have recently been revised. Human subjects protection training will
still be completed via the online CITI course, but the social-behavioral course (“learner

group”) has been modified as described below.

The social behavioral learner group now contains fewer REQUIRED modules, as listed

below:

University of Texas-Pan American Module REQUIRED
Introduction REQUIRED
History and Ethical Principles - SBR REQUIRED
Defining Research with Human Subjects - SBR REQUIRED
The Regulations and The Social and Behavioral Sciences - SBR REQUIRED
Assessing Risk in Social and Behavioral Sciences - SBR REQUIRED
Informed Consent - SBR ' REQUIRED
Privacy and Confidentiality - SBR REQUIRED
Records-Based Research REQUIRED
Research With Protected Populations - Vulnerable Subjects: An Overview REQUIRED-

As before, researchers will need to obtain at least an 80% average on module quizzes in

order to obtain a basic social-behavioral CITI certificate.

Researchers are also required to complete certain “OPTIONAL” modules if the modules
apply to their research. For example, researchers conducting studies in elementary
schools must complete both the “Research in Public Elementary and Secondary Schools
—SBR” and the “Research with Children — SBR” modules. Researchers must score 100%
on any of these “OPTIONAL” modules and should submit a printout of their CITI grades
along with the CITI completion certificate. IRB protocols will not be reviewed until any

necessary applicable “OPTIONAL” modules have been passed.

The “OPTIONAL” modules are listed below:

Research in Public Elementary and Secondary Schools - SBR “OPTIONAL"
Research with Children - SBR “OPTIONAL"
Internet Research - SBR “OPTIONAL"
International Research - SBR “OPTIONAL"
HIPAA and Human Subjects Research “OPTIONAL"
Research with Prisoners - SBR "OPTIONAL"
Workers as Research Subjects-A Vulnerable Population “OPTIONAL"
Vulnerable Subjects - Research Involving Pregnant Women and Fetuses in Utero | "OPTIONAL”"
Group Harms: Research With Culturally or Medically Vuinerable Groups “OPTIONAL"
FDA-Regulated Research ‘ ' “OPTIONAL”
Genetic Research in Human Populations “OPTIONAL”"




Instructions for Completing the UTPA IRB Human Subjects Protection Training:

Online CITI Course

Detalled instructions, with screen shots, are provided below. The first section explains how to
register and take the basic course. The second section explains how to take the “OPTIONAL"

modules.

1) Go to the CIT| website at www.citiprogram.org

2) Click on “Register Here”"

@ The CITI Programiis a subscription service providing ethics education to all members of
the research community. To pamcnpate fully, learners must be afﬂhated with a CITl
pammpanng orgamzanon :

New Users Reg;ster Her
Already Registered? ' Login Below.

1| Username [
Password .

‘| Forgot username or. password? - -

s v_vv.:Announcemen and FAQ

] C urses to |nd|v1duals and research orgamzatlons

" ‘The CITI Program offers - Bubll
B :Take the .




3) Select “University of Texas-Pan American” from the drop-down box, click “Submit”

Choose your institition frori the appropriate dropdown menu ther click SUBMIT. If you are affiliatsd wnth moré thar one msmutlon
you-will be able to select addmonal institutions-after providing the information required.

Participating Institutions: [ University of Texas-Pen American : B
Veterans Affairs:[ — i &

v Department of Energy: [: : v o @ :
HIVIAIDS Network Coordination (HANC): [~ N &

: Hume|CME/CEU|Cogxnght and DISC[QImBI’]AbDUl Us|Acknowledgamant s| Contact Us




4) Enter a username and a password (can be different from your UTPA username/password),
reenter password to verify, and click “Submit”

1T} Select Username and Password: Mozilla Firefox
i P Gl

Your username should consist of 4 to 50 characters. Acceptable characters include letters, humbers, and the symbols *@", ", and
"_". No spaces or other characters-are allowed. Your usemame is not case sensitive; "A12B34CD" is the same as "a12b34cd",

Username: {UTPAtest .. S e

Your password should consist of 8 to 12 ;:h_ar_acteré.-'Lette_rs and numbers are the only-acceptable characters. No spaces or other
characters are allowed. Your password is not case sensitive; "A12B34CD" is the same as "a12b34cd".

Password:

vEr,fyPassword:_ I

1. Home| CME/CEU | Copyiight and Disclaimer| About Us | Acknowlsdgements| Contact Us.




5) Enter the requested user information (as you want it to appear on your completion certificate)
and click “Submit”

Enter your first name, last name, and preferred email address in the fields below.

First Name: |John

Last Name; [Doe™ = - e m—

E-mall: [johndoe@utpa.edu ’ ; : ; i

Confirm E-mail: [johndoe@uipe.adu

[ sunic ] cucel S

Heme

| CME/CEU Copyright and Disclaimer| About Us | Acknowledaements | Co




6) For the first question, select “Social Behavioral Researcher Investigators and Key Personnel”,
for the second question select “| have not previously completed an approved Basic Course”, and
click "Submit”.

Note: this learner group option is the most common at UTPA. If you believe the biomedical course
is more appropriate to your area of research, you may elect to complete that course. However,
the human subjects training will be more biomedically oriented. DO NOT select the IRB
Reference Resource — this is only for IRB members and staff. If you are in any doubt, please
contact ORSP at 384-5004 before selecting your learner group.

Question 1 Select the group approprrate to your research actwrtres
Choose one answer '

© Biornedical Research Investigators and I<ey Personnel.
“ ® Social Behavioral Research Investigators and Key Personnel:

© IRB Reference.Resource: All CITI modules are available for ongoing use and reference when you join this’
Learner:Group. If you are required to complete the. CITI modules &s a prerequisite for conducting human
subjects reséarch, you should énroll in a Learner Group listed above and complete al requirements. If you
enroll in this group you will bé required to complete ALL CITI modules. You may change your Learner Group
. status to "IRB Reference Resource" later to access review any of the CITI modules. :

Questron2 Select the g up for whrch you have prevrously completed an mstrtutronally approved Basrc Course
in'the Protecﬂon of Hum Research Suhjects . L

Choose one

@ IRB Reference Resource: All CITI modules are avarlable for ongoing use and reference when you join this
: Leamer Group. If you are reqmred to complete the CIT.modules as a prereqursrte for conductmg human

subjects research, youshould enroll ina Leamer Group listed above and complete all requirements. If you :
~enrollin this.group you willbe required to: complete ALL CITI modiles. “You may change your.Learner- Group
:Status to “IRB Reference Resource" later to'access revrew any of the CITimodules.

“ @ Ihave not prewous completed an appr




7) Click “No”

You have registered with the follbwing institution(s).
» University ofTexas Pan American
Atthis point you can reglster with another institution. This could be very useful lf

# You are required to complete the requirements for a VA Medical Center.

» You are collaborating with an investigator at another institution or organization that uses the CIm Program.
» You are planmng to'move to another institufion that uses the CITI Program. .
¥ You wantto review CITI courses (e.g., RCR or HIPS) that may not be offered by your mst|tut|on

If you want to add me tralnmg reqmrements for another institution, you may do it now.
Check "Yes" to affiliate with another institution.

Check "No" to.continue with your ;urrent se_le‘)‘ctlon._

i Yes

‘ . nme|CME/CEU|Cogynght and Dlsclalmer[About Us|Acknnwlsdgemen| ndnlaci Us




8) You are at the “Learner’s Menu”. To start the training course, click on “Enter” under the “My
Courses” heading.

Aunvuncements il Frequently Asked Questions (FAQ) . Hain Menu | Lagoff

Learner's Menu

u This is the email address we have for you: 9@utpa.edu. If thiss notcorrect please edit or chande vour address noi.

» You are dffiliated With 1 participating inslitution(s) o the CITIwebsits. You will hiave at least one grade baok per institution to track your progress inreeting
the |nsutunon s coursework requirements (see below)

Affi Ilate with another inslitution 0 l Change usemame or gasswor | CMEICEU credits

University of Texas-Pan Americalm my L ) ) . & view Unlversrly of Texas-Pan American instructions page

Your responses to the Unlverslly of Texas-Pan American enrollment quesluon(s) have establlshed the courses shown 1mmedlately below for you to complete, If
" thisis mcarrecl use lhe "Add a course or update your Iaamergroup" lmk below toreturnto lhe enrollment questions.

OMy Courses ‘Status Carrlplellén Reports

Basic/Refresher Course - Human SubleclsResserch S i - Not Started - Enter

0 Add a course or uEda(a your learner groups for Unlvers!:y of Texas-Pan Aerican
University of Texas-Pan Am orlcan Learner Utllities
R ) gw {complationis comipletely voluntary and will not cotint toward a completed course)
@ Update my ‘profile informetion for Umvers:ly of Texas-Pan American
(/] Previous Coursework Completed
[/ ] CMEICEU credits for human subiects grotachon coursework .
@ Remove my. afrllanq n from Umvers:lyaf_ Texas- Pen Amencan

. :Home|chlE}CEU|Cngyﬁgh( and Disclaimer[Abdul Us|Acknuw1edg’emenls| Contact Us




9) You are now at the listing of required modules for the Social-Behavioral Basic Course. The
required modules must be completed in the order listed. Each time you complete a module, you
may move on to the next module (most modules will have short quizzes at the end). You will need
at least an 80% average on quizzes to print the Basic Course completion certificate. If you score
poorly on any quizzes, you may retake them.

Your performance is stored in the CIT| database, so you do not have to complete all modules in
one sitting. You can log off and on again. When you log on, you will be directed to the “Learner's
Menu” simply “re-enter” the course to continue the training.

Wednesday, November 7, 2007

Innlxa!ii{é

Main Mo | Logoff

Take the riext required modute, Univarsily of Texas-Pan Ametican Modula.

Required Modules L ST S0t Date .. Score

» University of Texas.Pan American Moduemmm; A L : T e Incomplete
< Introductioneer sy R BFLES ST SR ncommplete

History and Ethical Principles - SBRex e Gerenn s T e e Sl Incomplete - -
Defining Research with Human'Subjects - SBRexasn -+ .0 . - . . . * Incomplete
. The Regulations and The Social and Bshavioral Scnencés SBme) . ) . G S ‘.u}"ln_comp[e[e
Assessing Risk in Social and Bshaworal Sciences - - SBRw: w0 St o . » M . Incomplete
Informed Consent - SBRe: sos) R EE I L : - ) o B e Incbmplete
Privacy and Confideniality - SBRmv.f;usa’ = : ST RS Incomplete
Records-Based Researchs: sy : : ) ) . " Incomplete
Research With Protected Populanons VUInerabIe SLIbJeClS nOvemewmn O ;. Incomplote

Co i"Home[CMEICEU[CDg_yright and Disclaimerj About Us | Acknowledgements | Contact Us




10) If your study only requires completion of the basic CITI course, then you have
completed the requirements. When all required modules have been completed you will be able
to print out the completion certificate/report from the Main Menu page.

If you need to complete additional “OPTIONAL” modules, read the following instructions (next
page).

UTPA Tester 4 s Wednesday, November 7, 2007
Collaborative In

Anuouncements and Frequently Asked Ouestlons (FAQ} Iiain Menu | Lonoff

Learner's Menu

u This Is the email address we have for you: ut@ulpa adu. lf this is. ot correct please editor change your address now

u You ars affiliated with 1 participating institution(s) on the CITI websne You will have at least one grade book per msmunon to lrackyour progress in meeung
the ingtitution's coursework requirements (see bslow)

Affiliate with anotherlnslrlunon 0 | Change username or Qasswor | CMEICEU credits

University of Texas-Pan Amerrcanm e S P ) 0 View UmversrlyofTe:cas-Pan American |nstruclrons page

Your responses to the University of Texas-Pan Amerlcan enrollment questlon(s) have establlshed the courses shown rmmed|alely below foryou to complete If
this is incorract use me "Add a courve orupdate your Ieamer group" llnk below to return to the enrolimant questron5

GMndurses : el R Status
Basrc/Re!reshsrCourss HumanSublaclsResearch B S ‘_ R Passed 1407107+

ﬁ Add acourse or ugdate your learner groups s for Unlversny af Texas-Pan Amerrcan
. Unlverslty of Texas Pah American Learner Utllitias :
i ] Ognonal Modules s (completioniis cumpletely voluntary and wrll not count toward a completed course) -
@ Undate ry profile information for Universily of Texas- Pan American
@ Previous Coursawork Completed :

] MEICEU credits for human sub[ects Erotectlon coursewur o

bME/CEU|Cog_yrigm and Disclaimer| Aliout Us ) Acknowledgemants | Contacl Us




11) f your research involves procedures, special populations, or other topics covered in the
“OPTIONAL Modules” listed at the beginning of this document (and repeated on the following
page), you will need to access the list of OPTIONAL modules then print out a completion report.
You need to score 100% on each quiz taken for these optional modules. To access these
modules, select “OPTIONAL Modules” from the Main (“Learner’s”) Menu.

Wednesday, November 7, 2007

Angouncemenis and FlaqlmnllyAs]&ml Quesiians (FAO) Yylnlll fdeny | Logoff

Learner's Menu

u This Is the email address we have foryou ut@utpa.edu. If this is not correct, please edit or change your address now,

» You are affiliated with 1 participating institution(s) on the CITI websute Youwill havs at least one grade book per institution to track your progress in meeting
the institution's coursework requrremenls (ses below).

Alﬁliale with anolherlnstllutlo_n 0 | Chanae usemame or password | CME/CEU credits

University of Texas-Pan Americang: s /] View University of Texas-Pan American jnstructions page

Your responses to the University of Texas-Pan Amerlcai enroliment question(s) have esteblished the courses shown |mmedlately below foryou to complete. If
this is incorréef use the "Add a course or updale your learner group" I|nl< below to return to.the enrollment questions.

Owvycourses T cne " status L Completion Reparts -
Basic/Relfresher Course - HumsnSub}acIsResaemh : o _- R, Passed 11/07/07 . Print

@ Add acourse or ugdate yourlearner ¢ groups s for Unlverslxy of Tavas-Pan Amerlcan )
) Unlversity of Texas-Pan, Amerlcan Learner Utllltles : :
0 Ognonal Modules (compleuon is completely volunlary and ‘will not count toward a completsd course)
¥ ] Ugdate 1112 grof le i ation for Umvers:ly of T :

out Us} Acknowlgdgements| Contact Us




12) Please note that CITI provides an extensive list of OPTIONAL modules, including “Refresher”
modules. You should only choose from the following:

Research in Public Elementary and Secondary Schools - SBR
Research with Children - SBR

Internet Research - SBR

International Research - SBR

HIPAA and Human Subjects Research

Research with Prisoners - SBR

Workers as Research Subjects-A Vulnerable Population

Vulnerable Subjects - Research Involving Pregnant Women and Fetuses in Utero
Group Harms: Research With Culturally or Medically Vuinerable Groups
FDA-Regulated Research

Genetic Research in Human Populations

in ooy | Logotf

Note: Optlonal modules are provided for your general Interest and suggested readlng onlyl -

¥ You do nof receive "extra credit" for completing them,
+ They do nol show up. on any completion reports.
v+ Theywill be credited in a grade book if you' subsequenny enrollin a'course thatincludes them. '
‘»: Arecord of aII modules you complete is malntamed inthg database Follow the link to see your grevmus coursewor

Optional Modules For BaslclRefresherCaurse Human Subjects Research Already Taken? Score
*. Introduction S - e _Teken 11/07/07 7 .. No Qunz
- History and Ethical Pnncagles SBR L e <1 Talken 11/07/07 100
Defining ResearchwnhHumanSubects SBR v - Taken11/07/07 -: .. ¢ 100 |
 The Requlations and The Social-and Behavioral Sciances SBl . Taken 1140707 - © 1000
Assessing PlsklnSoaalandBehaworalScnences SBR ... Taken 11/07/07 . 100
. Informed Consent-SBR ..~ . i AN : Taken 11/07/07 100
" Privacy and Conﬁdenﬂainm-SBR Taken 11707/07. ;"7 . 100
Records-Based Research . : : . Taken 11/07/07 - - 100
Genetic Research in HumanPonuIanons . IR PITPOE N L LR o T Optional -_ s
Research With Protected Populations - Vulnerable jects: An Ovéivi s . Sl Taken11/07107__” S 400
- Research with Prisoners - SB . RO T TR RN P S SO T .. ... Optional [ T
- Research with Children- SBR o - T LT e e optional T T R
Research in Pubiic Elementaty and Sscondary Schools SBR - B - ‘Optional i e - o
Vuinerable Subiects - Research Involvlng PregnantWom'éh and erusesm Utem o ..o Optional, - . e
. International Research - SBR : BRI [T S P N Optional -
Internet Research - SBR ™ . : o I»v i -+ Opfional "~ D
- Group Harms: Rasearch With. Cultura[lzorMedlcalyVulnerabla Grougs .- Optional -
'EDA-Requiated Research .~ : " . . . R ‘Optional -
Human Subijects Research at the VA - o Optional .
HIPAA and Human Subiects Research s : R Optional .
Workers as Research Subjects.. AVuInerabla Pogulanon el o . Optionat v . -
Hot Topics -.: - ) [ : Optional : -
Conflicts of InkerssrmResearchlnvoMngHuman Sublects o Lo L + . Optional ’ -

Optional

The IRB Member Module - "What Every New IRB Membér Naeds to Kriow"
Re 0 i




13) When you have completed an OPTIONAL module, you can return to the main menu and then
select "OPTIONAL Modules” again. You will now see the additional quiz scores for the
OPTIONAL module(s) that you completed. If your research requires completion of one or more of
these OPTIONAL modules, you should complete the required modules and print out a copy of
this page to include in your IRB submission (i.e. in addition to the Basic Course certificate). This
allows IRB staff and reviewers to confirm that you have completed all additionally required
modules.

In the example below, the researcher is oonductmg online surveys and has therefore completed
the “Internet Research - SBR” module and quiz. Remember, you must score 100% on each of
the applicable required modules for them to count.

Mote: Optional modules are provided ror your geheral interest and suggested reading only!

» You do noi receive extra credit” I'or completing them,

» They do nof show up on any completion reports. ' .

+ Theywill be credited in a grade book if you subsequently enroll In a course that includes them.

» A record of all modules you complete is maintained in the database. Follow the link to see your grewous coursework

Optlonal Modules For BasIc/Refresher Course - Human Subjects Research . Already Taken? Score
Introduction . " Taken 11/07/07 . No Quiz
History and Ethical Principles - SER : ' e s o S - Taken 11/07/07 100
Defining Reseerch with Huiman Subiects- SBR , S Taken 11/07/07 ’ - 100

The RegulanonsandTheSocaeIandBehawomlSmences SBR - EE : Taken 11/07/07 100
Assessing Risk in Sacial and Behavioral ciences - SBR ' L .:Taken 11/07/07. * : 100

Informed Consent- SBR" : ST e o .l Teken 1407107 T 100

 Privacy and Confidentiality - SBR . Taken 11/07/07 T 400
. Records-Based Research : Taken 11/07/07 100

. Genefic RssearchlnHumanPonua ons e . o sRE o  Optiondl - : s
6 N R “Teken 11/07/07 . 100
Research wnh Prisoners - S : : IRESIEERT [~ .-+ Optional : |
Research with Children - SB : o T optional

RES istory and Ethi S i, - Optional "
- 8BR 101 REFRES)_-{ER MODULE 2. Requlatoly Qverview: ':: s Co T L e Optional
SBR 101 REFRESHER MODULE 3. Fundamental Issues: . C " .. Optional

Research in Public ElementamandSecondan__]Scho -SBR . “:1: Optional -
Vulnerable Subjects - Rssearchlrwnl\nng nan| omenandFetusesmUtero i ;. Optional . -
International Research - SBR . . HOLTE e et L COptional o -
Internet Research - SBR™ ’ ’ e o L -Taken11lO7I07 : T 100

" Group Harms: Research With' CullurallyorMedlcalu Vulner o Groups:: 1 - . B Optlonal . -
FDA-Reqiilated Research - : C RTINS . o Ll s :Optional -+ -
Human Subijects Research atthe VA~~~ . - - o i Fiires L Optionak -

- HIPAA and Human Subjects Research ~ . . ¢ - UL - Optional -
: : 1 Optional . 1.7 SRR

: : Cooowlh o e Opional o R .
The IRB Member Module - “What & 'yNewlRB MemberNeeds lo Know‘ ’ S e e Opticnal -
‘Reftesher Course 101 Introduction P P LN P AR .. :Optionel .

DON’T FORGET: IF YOU HAVE TAKEN ANY OPTIONAL MODULES YOU
SHOULD PRINT OUT AND SUBMIT A COPY OF THIS PAGE WITH YOUR
COMPLETION CERTIFICATE/REPORT
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