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http://www.cmu.edu/research-compliance/responsible-conduct/nsf-nih-requirements.html

NSF & NIH Requirements

On August 20, 2009, the National Science Foundation (NSF) published (74 FR 42126 [PDF]) a new
requirement for RCR education. For proposals submitted on or after January 4, 2010 and subsequently
awarded, institutions are responsible for verifying that undergraduate students, graduate students and
postdoctoral researchers supported by NSF to conduct research have received (RCR) training. At this time
CMU is using the| CITI RCR online program fo meet the NSF requirement. See the CITI On-line RCR Education

page.

For NSF awards resulting from proposals submitted on or after January 4, 2010, RCR education needs to be
completed by undergraduates, graduate students and post-doctoral researchers prior to them receiving any

financial support from the award. It does not need to be completed at the time the proposal is submitted. If
the NSF application requires a description of the RCR education program at CMU you may use this standard
language [PDF] as a guide.

The National Institutes of Health (NIH) also requires RCR education for certain types of awards
(Institutional Research Training Grants, Individual Fellowship Awards, Career Development Awards
(Institutional and Individual), Research Education Grants, Dissertation Research Grants other grant programs
with a training component that requires instruction in responsible conduct of research). The recently updated
NIH Policy on Responsible Conduct of Research Education will take effect with all new and renewal
applications submitted on or after January 25, 2010, and for all continuation (Type 5) applications with
deadlines on or after January 1, 2011. The CITI RCR modules fhay be used to partially satisfy the NIH
requirements.
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Responsibilities for Safety and Welfare of Research Subjects

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

o Report any corres te (audit findings) to

MRS CITI#ER# D A ENASAD IS ET A% F D

o Respond to partic

| BEEHFC . B TEERALT. 2nE
o Designing and ca Iﬁﬁnﬁﬁ EE;%E%IH'H-L/-C{EEH:II Lf;él}\ﬂ priate

» Data and Sz

I significant

Responsibilities for

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

o Ensure that key perso
IRB-approved proto

ing the study are qualified, appropriately trained and adhere to the provisions of the

Respunslbljltm dherence to Regulatory and IRE Requirements and Guidance

a Cnmplde CITI tlpmnng and be sure to select NASA as the Institution. Save a copy and attach it to your Board Review
Appllcaﬂng_ __I

Collaborative Institutional Training Initiative

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

o Seek IRB guidance when in

o Comply with all IRE decisiond Jﬂ}(ﬂ@:ﬁﬁ"ﬁ% [ « CITlJapan G)%{*Z-G) I:FI
o Obtain IRB review and approf ?'.]\ %Jﬂxﬁtﬁﬁ*bﬁﬁéi:&l%}ﬁiﬁé — &
. Review Process - Cond ?'J{,Z‘ &f‘é_ LJ iﬁ'ﬂ

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 IRB review and ap

o Provide financial disclosure information or any other potential conflicts of int
the research subject or the outcome of the research

fffect the relationship with

3. Research Coordinators
Responsibilities for Research

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

candinct and mananament The BC e framantly recnnncihla far nroani=ina tha daciime

egally responsible for all
s a key role in the study

hd filee nardaminn tn 2 ehidy




CITI Collaborative Institutional Training Initiative

About Become a HIFS RCR International Course
Us Member Course Course Site

Lab Animal
Course

Welcome

CITl Login and Registration Page

o The CITI Program is a subscription service providing researc :
members of the research community. To participate fully, learners must =SS
with a CITI participating organization.

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

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

ﬂ New Users Register Here
© Already Registered? Login Below

Username |

Password |

Forgot login information

To ensure that all users enjoy rapid response times, access is temporarily limited to 2500
concurrent users. As learners log off others will be permitted to log on. There are
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‘What will happen to data when study is |
complete?

COMPLIANCE, DOCUMENTATION AND REPORTING

Traini

. e ARSI ER2TO
.:::i;l:;} personnel have completed Collaborative IRB Training Initiative (CITI) Yes No * E}F%%% [j;{:[Tm) i%%
 BTLTLEIAN?

|
Entities with adverse event reporting responsibilities: Pl Industrvy Other
¥ Sponsor
Entities to which adverse events and, f applicable, DSMB reports will be RSA IRB FDA
reported: M &

[NOTE: Adverse events must be reported to the RSA 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

hitp: healthcare partners org phsirb ‘adverse htm  MIT IRB guidelines are
‘available at

hitp:‘'web mit edu/committees' couhes monitoringandreporting. shtml=adverse ]

NIH Industry DSMB

Sponsor

Documentation Requirements
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