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3'% REQUIRED EDUCATION IN THE PROTECTION OF
e RESEARCH PARTICIPANTS
Release Date: June 5, 2000 (Revised August 25, 2
NOTICE: OD-00-039 National Institutes of Health Poli
Beginning on October 1, 2000, the NIH will requireducation
on the protection of human research participants for all
investigators submitting NIH applications for grants or proposals
for contracts or receiving new or non-competing awards for
research involving human subjects. Background
Federal commitment to the protection of
participants, se
strengthen gove
medical researg
HHS Secretary
This announce
institutions of th
oversee their cli
institutional revi
One of the new initiatives addresses
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Ethics Education in Asia

HRP Education

Japan

Singapore

South Korea

Hong Kong
Taiwan
Indonesia
Malaysia
Philippines
Thailand
China

India

ICH (1998)
Yes (1998)
Yes (2001)
ICH

Yes (1997)
Yes (2001)
Yes (1999)
Yes (1993)
Yes (2000)
Yes (1999)

Yes (2001)

r\
10 sites Eﬁ%’g\\m ;«)’Cﬁ
e
CITI - Korea E
CITI - Taiwan
Thai GCP
In Progress
CITI - India

By the courtesy of Capt. Melody Lin
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Policy

HIH requires that all trainees, fellows, participants, and scholars receiving support through any NIH training, career development award (individual or institutional), research
education grant, and dissertation research grant must receive instrection in responsible conduct of research. This policy will take effect with all new and renewal applications
sulbbmitted on or after January 25, 2010, and for all continuation [Type 5] applications with deadlines on or after January 1, 2011, This Hotice applies 1o the following programs:
D43, D71, FOS5, F30, F31, F32, F33, F34, F37, F38, K01, K02, K05, K0T, K08, K12, K18, K22, K23, K24, K25, K26, K30, KS9R00, KL1, KL, R25, R36, T15, T32, T34, T35, T36, T37,
TOVRA0, TLA, TUZ, and U2R, This palicy also applies to any ciher NIH-funded programs suppofing résearch training, career deselopment, or réseanch aducalion thal requing
instruclion in responsible conduct of reseanch as stated in the relevant Tunding oppofunily announcEments

Instructipnal Comnnnents
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Mhile coursas related to professional ethics, sthical isswes in clinical rasearch, ar reseanch invabing vartebrate animals may form 3 part of instruction in responsibla conduct of
resaarch, thay generally are ned sufficiant fo cowar all of the abave tapics. Addiional datail regarding subject mattar is available undar Resourcas

Lak

Faculty Participation: Training faculty and spansors/mentors are highly encowraged to contribube bath to formal and infarmal instruction in responsible conduct of research

Informal nstruction occurs inthe course of laboraiory interactions and in other informal sduations throughout the year. Traming facuty may contribute to formal instrection in
respansible canduct of research as discussion leaders, speakers. lechurers. and'or course directors. Reodation of training faculty as course directors. instructors. andéor

giscussion leaders may be a usatul way to achieve the ideal of full faculty paricipation in farmal responsible conduwd of research courses aver a penad of fime

Duration of nstruction: Instruction should ivvalve substantre cantact hours betwean e frainsssfellows/scholars/pamticipanis and the paricipating faculty. Accsptabls
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Dr. Donald WRIGHT (usa)
1D, MLP.H.

I:I"EI:IIJI"F Angisiant Secreiany, Healthcarne Cualicy
Acting Director, Office of Research Integrity, U.S. Department of Health &nd Hamai _ Dr. Jan TAPLICK (GERmany)
Deputy Director, European Molecular Biology Organiz:

AN
\ww. Dr. John C. GALLAND (usa
ﬁ Director, Division of Education and Integrity. Office of Resegh indannib
[

i ., ~ Makoto ASASHIMA (Japan)
Tokyo University

Dr. John E. DAHLBERG usa)

Director, Division of vestigathve Ovarsight, Office olF } |) jj 'ts (j:
[ ZRENPOHIADEI A Vol o
- FBBEDKFFT

1§ *) ’h/—c L \ ‘gs _d_ Or. Sabine KLEINERT (uk)

>~raul BRAUNSCHWEIGER (> <@l Senior Executive Editor, The Lancet

University of Miami, CITI Program ca Chair, Commillaa on Publication Elhics {i

AX1) X TlE
_ rEEREM A 10T
pem TN M BASNIE O TWVET,

diane M. SULLENBERGER (usa)

Ms. Allison C. LERNER (usaj - Executive Editor, Proceedings of the Hational Acads
Inspactor Genderal, DMce of iInapecior General. Natlonal SClance Foun melon
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Harvard
http://www.hsph.harvard.edu/ohra/human-subjects-training-requirements/
MIT

http://web.mit.edu/committees/couhes/humansubjects.shtml

Stanford
http://researchcompliance.stanford.edu/hs/new/resources/training/index.html
Vanderbilt

https://www4.vanderbilt.edu/irb/

NASA

http://irb.nasa.gov/?p=crResearchGuidance

Rockefeller

http://rucares.rockefeller.edu/clinicalresearch/dept/crso/education

M.D. Anderson Cancer Center
http://www3.mdanderson.org/calendar/event/Human Subjects Protection Training 18589.htm

11
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MI Committes On the Use of
Humaons as Expefimental Subjects

— —

Training: Research Involving Human Subjects

Monibess L a8

Bxles & Deodbines
Baliniiont Foderal reguiations require that il parsonnal invalved in any NIH sponsored research take and pass o laining course on human subjects ressaich bakore
embarking on such research MIT policy exdends this requiremant 10 &l MIT personasl involved in any human subjects research

IFvesligoioe Quick
Girigla

This reguirement exlends o all personned who play a rode mresearch involveng human subgscts inckeding pnncipal investigators, assocate imvesbgatons
Fobind & sludent mweshgalors, sfudy coordinalors, wsitng soenisis, oonsultants, aboratory technicians and assistanis

The requirements encompasses all types of mierachons with human subjects including. deect contact, indirect involvement, analysis of data and analysis of
bl s sampes

Principal Investinalons ane respansibie for confming (fal sl study parsannel hiave [BKen and passad he Baining coursa on Human Sulyects Reseanch and
are "cadified” 1o participate i shedes invohang human subjects.
Hurrsgim Sk i .
Training Al paraonmes involvid mostudees wilzing humans &3 research sulyocts miasd eadergo recertification in nueman BENNECIS reiarch training ewvery INrée years
b from the date of anginal approval

FAQ If you engags in Baomedstal or Sotial and Behavioral ressasch then vou musl tomplete a Specialy designed wab basad training courss by laSmving the link
Links 1 e Unibvesrsity of Miamd CIT) program. This course & hosted by the CIT) program al this University of Miami and is acceplad by insiiubons nabibrmds.
Wheen regestanng for the course. select the modules appropriate o your research aclivities {hiomeadical or social and behawiorad investigators) and complete
only the basic course. Do not compdete the Responsible Conduct of Reseasch (RCR) course

Cormoci
Smarch

For MIT Faculty, staff, or students: Please log inio the CITI sdewa the MIT portal You will need an MIT personal certficale for authentication if you do
nof have 8 valid MIT cerificate, vou can gel ane bers ." e,

0

For non MIT personnel: Please kg info the Unaversily of |'.1u':un| CITi an‘_ﬂ Wihen regestening for the courss, salect ‘Massachisetts Institule of Technalogy -
Affiliates’ as your instdution 2 5
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HARVARD January 24, 2011
School of Public Health

Academics

People | Calendar | rmyl=ph HMSPH Email

Admissions Research Faculty Student Lite Hews Alumni

home > research > office of hbuman research sdministration

OHHEAS Home

investigataor Manual

Human Rezsarch
Protection Program 2lan

Forms/Instructions
COHRA Defintions

Human Research
Tralnlng Reguirements

Ity Improvement

an’-]

Department

AEtrgnmernts
IRE Meebtings/Daadhinas

For HSPH Studant

Researchers
Educatian
Links

Hesources/Useful

For Kesearcn

Farticipants

Office of Human Research Administration

Human Research Training Requirements

“‘-..‘

OHAA is pleased to offer Collaborative Institutional Training Initiatives CITI) Er-}ﬁ:'aﬁ'- g= Harvard's online
human research training curriculum. Effective June 2010, our ‘.I:!.'-‘I'-Er’t;au'dr-'g program, HETHRE. (Harvard
Ethics Training in Human Reésearch), will no longer be avaiable

Existing HETHR trainees, howeyer, can
continue ©o 10g In [0 HETHE 0 access [halr training record ang,/or certificats

If you are a new learner who needs to complete human research training for the first tme or have
previously compieted HETHR training and now need bto complete refresher training, please visit CITL

If you have previously completed CITI through your affiliation
with another Institution, you may conbtinue to log in under this
account information and complete CITI 1o satisfy Harvard's
human research training requirameants, You will not be
required to complete Harvard's CITI curmiculum,  OF note,
unless you update your CITI profile to designate Harvard
{Harvard Madical School and Harvard School of Denta
Medicing; Harvard School of Public Healtth, or Harvard
University (Cambridge/alston campus)] as one of your

affiiated institutions, you will need to provide the IRB with a

For individuals
who have an
existing CITI
account

hard copy CIT] trainkng certificate.

For individuaiz who are new to CITL, you must register as a
"Mew User.” As part of the registration process, you will be

asked to chonse vaur affiliated institution or oroanization

13
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Aboul the IRB
Elsctvois IHH
Preparing Tor Hesoanch
Foimms

Poliches and Procadiings

Conducting Redsarch

A TMHI

MISSIONS

I Hesamchey Gustancs and Soioniihe Hevsw

Institutional Review Board

A, Riniew wna Fors pon ptekdey
1, Uywasabgatore A8 S2uy Partcinans
2. ‘Principal Breestigaton
3. Resadreh C otisnatiin
4, Stuily Teamm Mambars

B. hanging B Prencypael Inveslgalos or Co-fnyeslignio
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Responsibilities for Safely and Welfare of Ressarch Subjects

o Conduct the study in an ethical manner, including prolecting the righis and welare of human parbcipants who are
invalvad in he resaanch protocol

o Report any c-:-rre-! inigs) to

R | CITHEH O AN NASADIEE T B HRERA T,

o Respond fo partic

participant compl|f  FERZFFRE B TAZMEL T, ThZzWREE
o Designing and ca EEEﬁ%[:{:J-L‘C:]ZEHj LAY,

[kals snd S

Responsibilities for Training an

o Ensire that all parficipatin arve pertinent regulations and instituiionad policies and guidelines

g the study are guakfied, appropnaiely trained and adnera to the provisions of tha

(v}
Fm
o3
ﬂJE
o @
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e

i
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™
28

o

dherence to Regulatory and IRB Reguirements and Guidance

Hnspnnilhmw

a Com nl-e‘e CITI thining, and be sure o select NASA as the Institution. Save a copy and attach it to your Board Raview
Mulicathl 'I

-OSADOTALNE

- -.--:- JAXA@Eﬁ%%‘is CITI Japand)%lﬁ@q:' pnt of the
e AT MDIAXADEET AR EEFRFE DL
o Seek IRE guidance when mn q 75%2‘3,3&@")&?0

o Encure that all rese
research, including 2

o Comply wilh all IRE decisiong

o Obtain IRE review and approl

Rewview Frocess gnditions of Approval

o Emnsure that no test Subject 15 nvolved I the research pnor to obtaiming his
o Ensure the adegua cy of the Informad consant process;
o Ensufe hal protocols recane al leas! yearly continuing IRE review and spproy

o Provide fingncial disclosure mformation or any other potentisl conflicts of interes Fifect the retafionship with

the research subject or the oulcomea of the research
3. Research Coordinators
Responsibilities for Research

The Research Coordinaior (RC) works with and under the direction of tha P1. Although th

aspects of the research study, the RC ofien handles the bulk of the daily study activities an
FindneT and mananomonl . Thia B e iramsianily recnnsciiha Tae armsnicenn ha Anermantati

‘& 8 key role in the study
i oo rorisdninm s o b

[EIQIEII‘.-‘ rasponsible for afl



C IT I Collaborative Institutional Training Initiative
Lantuage

TE— Aboud Become a HIPS RCH
Us ambar Course Course o
English

Welcome Purtugués

Espanol

Iintermatonal Course
{ o
Sile

CITl Login and Registration Page

) The CITI Program is a subscription senice providing research ethics egye
members of the research community. To participate fully. leamers must [Smms
with a CITI panticipating organization

Korean

The CITl course is a protected site. If you are a new learner at a participating

arganization you must register to create your own usermame and password and gain
access to the site

@ New Users Register Here
@ Already Registered? Login Below

Username I
Password |

Fargot login information

To ensure that all users enjoy rapid response times, access is temporanly limited to 2500
concurrent users. As learners log off others will be permitted to log on. There are
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