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Responsible Conduct in Research (RCR) Rounds

BRIGHAM AND . 3
WOMEN'S HOSPITAL BRIGHAM AND
e ot Pty Dembameat & Diureie e Y WOMEN'S HOSPITAL

Center for Climecal Investigation
Office for Research Careers LRI fiiunaatay T

ratlegeei. 5

RCR Rounds are open to the entire BWH research community and are
sponsored by either the Center for Clinical Investigation (CCI) and/or the
Center for Faculty Development and Diversity Office for Research Careers
(ORC). Programs include both basic and clinical research topics; please see

QUICK LINKS

FIND A DOCTOR

REQUEST AN APPOINTMENT

& MAPS AND
DIRECTIONS

RELATED LINKS

Center for Clinical Investigation

the specific lecture details to know if the course fits your research
education needs.

Responsible conduct of research (RCR) training is required of s
trainees, and investigators with_career development awar

supported by National Institutes of Health (NIH) funds. The Natior
Science Foundation (NSF) also requires RCR training of under

K A7

RAKY 100%

A7

RAKYT 0%

graduate students and postdoctoral fellows with any NSF support.

All fellows participating in the Partners RCR Training Program must attend
the PHS Seminar, offered two to three times per year alternating between
the BWH and MGH campus. Please contact the Partners Research
Compliance Office for seminar dates, specific requirements, and how to
claim credits. See RCR courses offered at MGH by the MGH Clinical
Research Program, and the MGH Office for Research Career Development.

2013 - 2014 Offerings at BWH:

Register for all programs at the BWH Health Events Calendar. Courses in
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CITI Collaborative Institutional Training Initiative

HIPS RCR International Course Lab Animal
Course Course Site Course

Become a
Member

Welcome

CITl Login and Registration Page

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

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

ﬂ New Users Register Here
ﬂ Already Registered? Login Below

Username

Password

Forgot login information

To ensure that all users enjoy rapid response fimes, access is temporarily limited to 2200
concurrent users. As learners log off others will be permitted to log on. There are
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é’ié REQUIRED EDUCATION IN THE PROTECTION OF HUMAN
RESEARCH PARTICIPANTS
Release Date: June 5, 2000 (Revised August 25, 2000)
NOTICE: OD-00-039 National Institutes of Health Policy:
Beginning on October 1, 2000, the NIH will require education
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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| Melody Lin
Deputy Dlrector OHRP
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MIT (Y Faty Yy IEKE)
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What will happen to data when study is
complete?

COMPLIANCE, DOCUMENTATION AND EFPOETING

Training

All studv personnel have completed Collaborative IRB Training Initiative (CITI) Yes  No
training:

Entities with adverse event reporting responsibilities: PI  [Industry |Other

M |Sponsor
Entities to which adverse events and, if applicable, DSMB reports will be ESAIRE FDA
reported: M &

[NOTE: Adverse events must be reported to the ESA program in the same way
(using the IRB approved adverse event form) and in the same timeframes as

mandated by the IRB. MGH IRB guidelines are available at NIH Industry DSMB
http:‘healthcare partners. org/phsirb/adverse him. MIT IRB guidelines are Sponsor
available at

hittp:/web mit edu/committees/couhes/monitoringandreporting shimlzadverse ]

Documentation Requirements

b o P (. (NN ST, TR & i M T A [N (. (N TR o0 M. (. | (. <xr__ A T
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3. Research Coordinators

Responsibilities for Safety and Welfare of Research Subjects

o Conduct the study in an ethical manner, including protecting the rights and welfare of human participants who are
involved in the research protocol;

o Report any cormes ce (audit findings) to

the IR, CITIE M D MSNASALMEE I HHF D

o Respond to partig

participantcompl] PR FETET B TIIZHELT. Fhzx
o Designing and ca Eﬁj‘b%ﬁ$ i( fflzf*iEHjL/f&éL\ priate

» Data and 53

' significant

Responsibilities for Training a

o Emsure that all participati observe pertinent regulations and institutional policies and guidelines;

o Emsure that key perso ing the study are qualified, appropriately trained and adhere to the provisions of the

dherence to Regulatory and IRB Requirements and Guidance

Res punsmm

a Cumple‘e CITI trplnlng and be sure to select NASA as the Institution. Save a copy and attach it to vour Board Review
Appllcaml R4

» Collaborative Institutional Training Initiative

o Ensure that all research involving human subjects receives IRE review and approval before commencement of the
research, including scresningorrecouifment:

o Seek IRE guidance when in

o Comply with all IRE decision JAXAO) Eﬁgp}-% (i~ CITI Japan@%ﬁl*&“@ I:FI
o Obtain IRE review and appro h\BJAXAb‘?EE?’é—"?"E’Efﬁiﬂ'éC&
» Review Process - Cond| 75§L|Z‘2E&fd: L)gf'd’o

o Ensure that no test subject is

o Ensure the adequacy of the informed consent process;

o Ensure that protocols receive at least yearly continuing IRE review and ap

o Provide financial disclosure information or any other potential conflicts of int pffect the relationship with

the research subject or the outcome of the research.

Responsibilities for Research

The Research Coordinator (RC) works with and under the direction of the Pl. Althoug
aspects of the research study, the RC often handles the bulk of the daily study activitie

ronduet and mananamiant Thea B ic freamnanthy recnoncibla for aroanizinn the docimea

egally responsible for all

s &8 key role in the study
A filee rnataininn ta 2 ohdy
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CITI XXX Project” [CER#EG BB AT £ E
e Sites
— CITI - India — CITI - Canada
e Dr. Thyagarajan Ph.D., MD SRU, * Karen Arts, RN,MS — N2, Ontario
Chennai, India Institute of Cancer Research.
— CITI - Korea - — CITIl -Taiwan
* B.l. Chou Ph.D., Catholic University, Benjamin Kuo, MD. — HuUSPAT
Seoul
— CITI - Japan

* Yoshimitsu Fukushima, M.D.
lekuni Ichikawa, MD.
Shinshu University, Japan
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