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Responsibilities for Safety and Welfare of Research Subjects

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

o Report any commes ce (audit findings) to

e 1 CITIE# DA ONASADEE T HHFE D

o Respond to partic

participant complf B 7 F R BB TAEZIRGL T, Tz
« Designing and cg Eﬁ%$§$3§§[:1jbf:f%ﬂj L’y“‘;él’\o priate

» Data and 54

y significant

Responsibilities for Training a

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

o Emsure that key perso
IREB-approved proto

Respunsibwﬂﬁﬁa

o Cnmple‘e CIT! tggining, and be sure to select NASA as the Institution. Save a copy and attach it to your Board Review
Applica’ml ’I

» Collaborative Institution

o Ensure ;h:gt :aillégsearch invo JAXA@Eﬁ%%‘is CITI Japan@%ﬂlﬁm I:FI ent of the
research, including screening \L St R TS 4= 2 =
o Seelk IKE guidance wien in § zﬁzj%xﬁf‘ liaé-&_a?_é%é Elﬁiﬁé t
\ﬁzs d‘ o

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

dherence to Regulatory and IRB Requirements and Guidance

o Comply with all IRE decision

o Obtain IRE review and approf

» Review Process - Conditions of Approval

o Ensure that no test subject is involved in the research prior to obtaining his
o Ensure the adequacy of the informed consent process;
o Ensure that protocols receive at least yearly continuing IRE review and approv

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

pffiect the relationship with

3. Research Coordinators
Responsibilities for Research

The Research Coordinator (RC) works with and under the direction of the Pl. Although th

aspects of the research study, the RC often handies the bulk of the daily study activities a
rondict and mananameant Tha RC ic frennanth recnnncible far nrnanizinn the dncumeantati

egally responsible for all 16

s a key role in the study
nid filoe nertaininn tn 2 chidw
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Maintenance of Data Integrity/Confidentiality

Who will monitor research records?

Where will research records be stored
and how will it be secured?

What will happen to data when study is
complete?

[COMPLIANCE. DOCUMENTATION AND REPORTING

Training

EE

— MERICSMILETD
idl aﬂit;:‘. personnel have completed Collaborative IRB Training Intiative (CITI) Yes  No * ﬁ% % % ( j:crg_d? $ %I %
ETLTLETMN?

Adverse Event Reporting (Check all chat apply.)

Entities with adverse event reporting responsibilities; Pl |Industry |Other
% ‘Sponsor

Entities to which adverse events and. if applicable, DSME reports will be ESA IRB FDA

reported: M =

[NOTE: Adverse events must be reported to the BSA program in the same way |

(usitig the IRB approved adverse event form) and in the same timeframes as Py N T

mandated by the IRB. MGH IRB guidelines are available at o i

hitp- healthcare partners org'phsirb/adverse hn. MIT IRB guidelines are Sponsor

available at
http:web mit edu/committees/couhes' monitoringandreporting shtml=adverse |

Documentation Requirements
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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
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