





In the Lab




e First-in-human testing
of these new:
— Diagnostic procedures
— Treatments

* Improve the care of
1 patients with kidney
R transplants and chronic
o kidney disease




e




e Studying the effects of once daily tacrolimus,
on kidney blood flow and kidney filtration

* Testing new drugs for transplant: cyclosporine,
sirolimus, everolimus, once-daily tacrolimus,
belatacept

e Testing antibiotics ( Azithromycin) in reducing
gum growth related to cyclosporine



Helping to test a new safe vaccine for shingles
in renal transplant patients

Looking at kidney transplant outcomes in
patients who partook in “transplant tourism”

Developing and reporting on our national
“kidney paired donation system”

Studying transplant results in donation after
cardiac death organ donors



* How to keep kidneys lasting longer, preventing
and treating antibody mediated rejection

* How to manage patients on the wait-list,
( cardiac testing)

* Preventing/ reducing effects of delayed graft
function
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How to find out more?


http://www.clinicaltrials.gov/

B u.s. National Library of Medicine

ClinicalTrials.gov

Find Studies = About Studies = Submit Studies = Resources =

ClinicalTrials.gov is a database of privately and publicly funded clinical studies

conducted around the world.

Explore 270,894 research studies in
all 50 states and in 203 countries.

ClinicalTrials.gov is a resource provided by the
U.S. National Library of Medicine.

IMPORTANT: Listing a study does not mean it has
been evaluated by the U.S. Federal Government.
Read our disclaimer for details.

Before participating in a study, talk to your health
care provider and learn about the nisks and

potential benefits.
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Risks/disadvantages

of participating in a clinical trial

Lindita Rapi
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e There are risks involved

 However, by the time researchers are allowed
to test a new medication on volunteers there
IS a reasoning and some evidence on safety

* The more a medication has been tested, more
we know about it



* The health of research participants is
monitored very closely

* All research is reviewed by a Research Ethics
Board ( Respect for Persons, Concern for
Welfare, Justice)

* Bottom line: Participants’ safety comes first



e Observational Studies (data collection) or Lab
Studies ( blood samples) have minimal risks



e Speak directly with the Research Team and
your Study Doctor, do not hesitate to ask
guestions



Benefits/ advantages o

participating in a clinical trial

Lindita Rapi
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e Often no direct benefit

* However, participants may have access to
potential treatments-otherwise not available

 The treatment could prove to be a success



May enjoy the extra attention from a dedicated
research team

May like having more follow up tests/ procedures

Help future generations and others with the
same disease



Clinical Trial Participants Rights

and Protection

Lindita Rapi
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* The right to refuse to participate

* Ask for information and fully understand
what is to be expected

* The right to ask for more time if needed



e Expect protection of your personal health
information to the extent permitted by
law

 Know any side effects that might be
known in advance

* The right to leave the study at any time



Clinical Research

Curiosity
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1. It takes approximately 10 years for a drug to
reach from the lab to clinical trials

>

%
> > >

(source: Economist)



1. 14% of people through their physician

2. 48% through media and advertisement

3. 75% of people say their physician is their
most trusted source.



Facts about Clinical Research



e “If it would benefit me or someone else”
(58%)

* “If I knew all about the risks” (48%)

e “If the risk was minimal or if the reward
outweighs the risk” (35.3%)

* “Foracure” (35.2%)
* “If my doctor recommended it” (34.5%)

( source: Harris Interactive)



Key players in a Clinical Trial

“Patients and caregivers are the heart and soul of

research”
A researcher



Dr. Jeffrey Zaltzman * Niki Dacouris

 Dr. Ramesh Prasad * Lindita Rapi
* Dr. Darren Yuen * Weiqgiu Yuan
* Dr. Phil McFarlane  Michelle Nash

e Galo Ginocchio
 Michael Huang

... plus many students, residents, fellows, volunteers!
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	“Patients and caregivers are the heart and soul of research” 
	A researcher 
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	•Weiqiu Yuan 
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	•Michelle Nash 
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	•Michael Huang 
	•Michael Huang 



	… plus many students, residents, fellows, volunteers! 





