The Process
From Query to Completion
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" ucted by a team of individuals at a
ial site the Principal Investigator Is the
e espon5|ble leader of the team.
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: _Emsmns (e.g., associates, residents, research
= fellows). A Sub-Investigator must have
= appropriate current medical credentials that
- allow: for making medical decisions regarding a
Subject’s medical care.
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Coordinator and/er'Research Nurse is responsible for
URENVIMNEICONEUCHOREINICA tiFalSIUSIRELELCR URGE
PICES oI the Principal lnvestigator. Athough the
1 IRVvestigator Is responsible for the conduct ofi the
as Beenisaid that the Study Coordinater and/or

INuwrse are “the heart anad soul or the research

5 ,LLJ -ano’ ar, ultimately, It /s these inaiviauals who: cary
yoyard e research goals, thereby p/a Ving a significant
= 3’1/7 lre success of the clinical trial.”
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— s Their responsibilities may include but not limited to

= Oobtaining HSREB approval, contract and budget
negotiations, study Initiation and closing at site, subject
recruitment, obtaining consent from subjects, carrying out
study- related procedures and administering questionnaires,
source documentation and case report forms, adverse event
reporting, and being a liaison between Principal
Investigator, Monitors and/or Industry Sponsor.
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=Sne r)fﬂ ipal Investigator Is responsible for the

overrr ‘review: of: all protocols sent to them for
g u fﬁeratlon

—@o InvesUgator/Sub Investigator and Study
~ Coordinator/Research Nurse may also be asked to
- review. study protocols and to provide the Principal
Investigator with an assessment of the feasibility of
the site to conduct the clinical study.




2 cases, the Principal lnvestigator is approached
ors o review clinical trial protocols prior to

-+a copy of the final protocol for approval for site conduct.
~ The Principal Investigator is also responsible for
“obtaining HSREB approval before initiating the protocol
(entering the first patient). The Co-Investigator)/Sub-
Investigator or Study Coordinator/Research Nurse may
also be asked to assist the Principal Investigator in
obtaining HSREB approval.
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- All eliriezl] Frlrl S reer LONIEN c_'lsrerer oiiaspublic registnys.

> Trig gl fJJLglJ t rlal registry that the University and Hospitals
9]0} rJ/énc IS the National Institutes of Health (NIH) registry:
nals gov/.
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-:' : a1s only need to be registered once, so if the Sponsor has
T __,', S .ﬂ ed the clinical trial, then the Principal Investigator does not need

o register the trial. Howe ver, the clinical trial must be registered prior to
the e enro//mem‘/recrun‘mem‘ of an y subject into the clinical trial at the site.

— You will need a username and password to access the registry, so
contact Veronica Harris-McAllister at (613) 549-6666, ext. 3653 or
harrismv@kgh.kari.net.



http://clinicaltrials.gov/
https://register.clinicaltrials.gov/
mailto:harrismv@kgh.kari.net
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— ‘{ihnlcal Trial Agreement
“= Protocol
® |nfermation/Consent Template




a'-for the completlon of the study including staffing, tests
érally outlinediin a cost/patient enrolled format

Cligiieels .'. lal Agreement

= pJ es the expectation of the sponsor of the clinical site (/.e.
S /L[] ber Jf pat/ents to be enrolled, timelines, publication /SSUeS,
—= fiﬂd&'mnllj/ Issues etc.)

—
‘__.

. TC nfldentlallty Disclosure Agreement

-'—*-' = Patient and Company (proprietary information) confidentiality

- = Fipancial Disclosure

— Ensures that no one on the investigative team has financial ties
or obligations to the company or the drug under study
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- __,;._- - — Patient Safety, Protocol review, financial disclosure

-~ — Online through Queen’s Ethics ROMEO:
pttp://Www.gueensu.ca/ors/researchethics/queensethicsromeo
/reqistrationliogin. html



http://www.queensu.ca/ors/researchethics/queensethicsromeo/registrationlogin.html
http://www.queensu.ca/ors/researchethics/queensethicsromeo/registrationlogin.html
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