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Summary

Title of Development of Online Education Program for Bioethics and
Project Safety Act

Bioethics and Safety Act, Online Education Program, Human Subject Research,

Key Words ] )
Protection for Human Subject
. Korea National Institute for . .

Institute Project Leader| Kim, Myung hee

Bioethics Policy

Project Period

2013 .3 .4 - 2013. 11 .3

The Bioethics and Safety Act was amended at 2012 to ensure bioethics and biosafety,

thereby contributing to the promotion of citizens’ health and the improvement of their

quality of life by preventing the violation of human dignity and values or the infliction

of harm on human body in the course of researching on human beings and human

materials or of handling embryos, genes, etc. This project was planned for a material

used as a guidebook building capacity for compliance to Bioethics and Safety Act.

There were developed the following courses.

1) For Researcher in course of researching on human beings and human materials
- The Understanding of the Bioethics and Safety Act

- Examination and its exemption of Research on Human Subjects

- Consent and its waiver to Research on Human Subjects

- Examination, Consent and their exemptions of Research on Human materials

- Provision of Human Materials and Protection of donors

2) For Employees of Human Materials Bank
- The Understanding of the Bioethics and Safety Act

- Permission and Establishment of Human Material Banks

- Collection of Human materials and their Consent from donors

- Storage and Management of Human materials

3) For Employees of Medical Institutions Producing Embryos
- The Understanding of the Bioethics and Safety Act

- Designating and Compliance of Medical Institutions Producing Embryos

- Consent for Producing of Embryos

- Provision of Residual Embryos or Ova

4) For Employees of Genetic Testing Institutions
- The Understanding of the Bioethics and Safety Act

- Reporting and Compliance of Genetic Testing Institutions

- Consent of Genetics Testing

- Preservation of specimen and Records
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1. CITI(The Collaborative IRB Training Initiative) =& 713

- H]=o] 4] 2000 University of Miami®} Fred Hutchinson Cancer Research Center’} 35 7l
W3k HHA RS A 298 AT &F AsEE I

llaborative Institutional Training Initiative

Become a Member [ iPs Course [l RCR course '"‘E’""’"‘f_’l‘t:' Coes “”'m‘uiiri =

CITl Login and Registration Page

@ The CITI Program is a subscription semvice providing research ethics education to all members of the research
community. To pariicipate fully, learners must be affiliated with a CITI parficipating organization.

The CITl course is a protected site. If you are a new leamer at a participating organization you must register to create
your own usemame and password and gain access o the site.

© New Users Register Here
0 Already Registered? Login Below

Username
Password

Forgot login information
Contact the CITI Helpdesk

Are You Thinking About Being in a Research Study? Click here

Ta ensure that all users enjoy rapid response times, access is temporarily limited to 3750 concurrent users. As learners
log off others will be permitted to log on. There are currently 153 users logged in to the site.

CITl Program Content Catalogs (PDF):

» Using CITI Program Content: An Introduction
» Animal Care and Use
» Biosafety and Biosecurity

» Export Control
» Good Clinical Practice

a9 5 CITI %7) 34

- BASANAEL 71 2 ATAL IRBHY, IRBAHGZASANA @A Boo] tigk &2
UGS AP AL FsA dusta JoH, IRBYYT IRBAAH A YL It
ool Foslr] A, AFAE A AGA ATE A Fsty] Aol ATl 284S o8 AL A

—.~
=)
o
)
2
-
o>

SIS 8
DHHS®| HRSA(Health Resources and Services Administration)o| A 17t 9|82} RS &
A 25 ZRIPOR JA LA T ARE st FEeta =

- Module 1 : Evolving Concern: Protection for Human Subjects, Module 2 : The Belmont

_10_



Report: Basic Ethical Principles and Their Application ¥ Module 3 : Balancing Society’s
Mandates: Criteria for Protocol Review 7% 9 €&

- 3, OHRPOIA IRBE #3F 7holE&& Alztsto] 22b¢l FollA trofdh AR

i

Algsta 9

o
=

2. OHRP On-line Tutorial

1 -— Py D - = 9 - =
Human Subject Assurance Tralnlng
Welcome to Assurance Training Online.
In order to qualify for an Assurance, the OHRP strongly recommends that the
Institutional Official complete Module 1. The Human Protections Administrator
(Primary Contact) and IRB Chair should complete all three modules. IRB members

and investigators may take this tutorial, but this would not fulfill the education
requirements for the Institution's Assurance.

2% 6 Online Tutorial Main page

3. WHO Research Ethics Course

- AT, ATRINLI, AN 5 9 ATE
49

sl A ATAlEel HE wEERES 45

=
e
ol

_11_



4. TRREE(Training and Resources in Research Ethics Evaluation)

- TRREEE EUS| B35 el 37159 afgest Qadasel 0 el 24 =
|9 ATge 92 YIAE AT TE 52 U 749

2392 ABstel AT 43¢ .

N

¢

[

HOME ABOUT TRREE CERTIFICATE TEAM CONTACT US
T You are-not legged in. [Login)

LOGIN
WELCOME to the TRREE on-line training programme on the ethics and regulation of health
Username [ | research involving human participants. Read more ==
Password[ ]
[] Remember usemame E,mﬂe Moputﬁs
Create new account al w@ﬂ L= -
Lot porcwindy ) LOG-IN REQUIRED NG LOG-IN

LATEST NEWS 1 T Introduction to Fch About National Supplements &=
2 Aug, 11:52 : £En] [FR] [BE] [PT] AFRICA
SARETI Masters Scholarships

i i i en] [FR] [DE] [FT]
in Research Ethics 2014 Burkina Faso [=1] [FR] [DE] [PT]

More =% (Module 2.1 Research ethics Camerogon [EN] [FR] [DE] [FT]
27 Iun, 08:47 e'a-l,-laffl?" P Cite d'Ivoire [en] [FR] [DE] [FT]
[En] [FR] [DE] [PT] NEW!
MNewsletter 14 - TRREE lance .
un nouveau DDIT‘I[J-LéITlEnt Mali [EN] [FR] [DE] [PT]
national pour la Céte | Module 3.1 Infm_-med Consent
d‘Ivoire, le 10&8me mis en [EN] EFR] [DE] IPT] Mozambigue [EN] [FR] [DE] [FT]
ligne sur notre site. Nigeria [EN] [FR] [DE] [FT]
More =%
18 Jun, 10:30 Module 3.2 Good Clinical Practice Senegal [En] [FR] [DE] [FT]

Mewsletter 13 - TRREE [EN] [FR] [DE] [PT] NEW! Tanzania [EN] [FR] [DE] (5T
celebrates its 4th

anniversary with recognition

of the World Medical | Module 3.3 HIV vaccine trials

Association [En] [FR] [DE] iPT] NEW! EUROPE

AR Germany [En] [FR] [DE] [PT]

Older topics .

LOG-IN
REGISTER NOW!

PARTICIPANTS & 1
STATISTICS

Switzerland [en] [FR] [DE] [PT]
Updated Version!

-
-
.
.
a
.
.
-
"
.
.
-
.
-
.
.
.
.
-
-
.
.
.

TOOLS & RESOURCES

ey Glossary [en] [F8] [DE] [PT]

19 7 Main Homepage

_12_



5. PRIM&R Online Training Coures for IRB members

&, 7]

o
Oy

PRIME&R

PUBLIC RESPONSIBILITY IN
MEDICINE AND RESEARCH

Conferences

EDUCATION

Online Course
Subscription

System Requirements
Frequently Asked Questions
CME and CE Credit

Table of Contents

. ‘

Login| Type search terms, press enter

Education Membership Certification Knowledge Center About Us

Education

Home > Educalion

PRIM/gR [thical Oversight

AN ONLINE TRAINING COURSE FOR IRB MEMBERS

View a demo of the Online IRB Course!
Subscribe to PRIM&R's new Online IRB Course!

The Ethical Oversight of Human Subjects Research Course (Online Course) is a four-hour, online course that presents an in-depin
exploration of the function and purpose of institutional review boards (IRBs) through an inferactive, realistic interface. The course
addresses the roles of IRB members who tackle the challenging, ethical, and reguiatory issues of human subjects research

Course participants will learn abeut the ethical principles and reguiations that govern human subjects research. They will lsarn to apply
these rules and principles to both biomedical and social-behavioral case studies. The program further illustrates important points through
the presentation of a mock IRB that reviews two differant protacols throughout the eight interactive modules

PRIM&R developed this course afer assessing a need for reliable, affordable research ethics education. The Online Course offers the
perfect blend of critical infermation and adult learming pedagegy. Special features include

= Content: Tools to build and strengthen an effective IRE

* Flexibility: Technology that allows users o take the course from any
cemputer, at any time, and from any place.

+ Assessment Frequent progress checks and module assessments ta

strengthen the user's knowledge.

Recognifion: A cerfificate of complefion, available afier the final test.

The annual fees to access the course are as follows

+ Individual FRIM&R Member- Annual Subscription: 5200

Individual Nonmember. Annual Subscription: $250

* Institutional Annual Subscription: $1850 {This option is available to
institutions and has no cap on the nUMbSr of users. with multiple are required to pi a
separaie subscription for each entity.)

1% 8 PRIM&RS] A7) #Ho]A
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function convertTotalSeconds(t){
<himi>

var sec = (ts % 60},
var tmp = (ts % 3600);
sec = Math round(sec"100)/100;

<head>

<meta hitp-equiv="Cortent-Type* content="texyhtmi charset=euc-kr>
<tite>: 01747 v /itle>
<script language="JavaScript! src="="_ inc/KEMAPIWrapperjs™> </script>
<script language="avascript'>

e EEES

var srSec = new String(sec);
var strwholesec = strsec;
var srfractionSec

var startDate;
function StartStudyTime0[
startDate = new Date(.getTime);

strFractionSec = strsec substring(strSecindexOf"")+1, strSeclength:

i (srSecindex0f™") 1= -1)(
strwholeSec = strSecsubstring(0, srSecindexOf");

if (strwholeSec ength < 2) strWholeSec = "0 + strihalesec:
function EndstudyTime0(

it stariDate 1= 0 )
var currentDate = new Date0,getTime(;

strsec = strwholesec;

if (srFractionSeclength) strSec = strSect " + strFractionsec;

# (05 % 3600) 1=0)  var hour var hour = (ts / 3600);
var min = tmp / 60}

var elapsedSeconds = ( (currentDate - startDate) / 1000 ); i (amp %60 1=0)  var mi

if ((new Stringhoun) length < 2) hour
i ((new String(miny) length < 2 mi

+hour:
0" min;

relse(

fommitadimena RETOHOMISE Var rinVal = "PT" + hour + "H" + min + "M" + strSec + 5"

} return rnval;
Gosetvaluercmisession_time" formatredTime):
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ifiNumber(bfor_progress)

var progress = 00"

function setprogressivUtextvUvalue)l osetvalue( “cmi completion_status", “complated" ); //
iftvuvalue == 1) else (
progress = "1.0%

dosetvalue( “cmi completion_status”, “incomlete’
Jelsel '

prograss = vvalue;
' EndstudyTimes; /> AZHSE, XE
' Gosetvalue “cmiexit, “suspend );
var result = doTerminates,
function doQuitn!
rEsE AT
ift'undefined"

)
<fscript>

progress || == progres)(
dosetvalue( "emi progress_measure". bfor_progress); <seript language="Javaseript'>
jelse { Golnitialize0; //AP 35
iftbfor_progress == progress || bfor_progress > progress)

doSetValuel “cmi.progress_measure’, bfor_prograss) var total_time_until = doGetvalue('cmitotal time")// tatal_time_until o cmitotal_time 28 £&

Yelse { startstudyTime0: /AIZAIZ: 5
dosetvaluel “cmiprogress_measure’, (progress == 17"L0%progress); // SCO BEF K&
blor_progress = progress.

Jfdocommit;
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tus = doGetValuel "cmi.completion_status® J; // SHETE = 0i% JHHS:

var bfor_progress = GoGetvalue( "cmi progress_measure" J; / SCO%} X% Of HES Mo

« Exo| 2t Ho|X|E SBE HTMLOE FHotAl7| HHEiLiC
if ( bfor_progress == ** || bfor_progress == null )
Var bforprogress =
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var v_curPage = 1
var totalpage = 2"
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