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The
Tearney Lab

Invents and translates
noninvasive, high-resolution
optical imaging modalities that
enable disease diagnosis from
living patients without removing
tissues from the body.




The

Tearney Lab

e Developed/refined filter

e What do i need to know/understand to help

get this to clinic?

e What clinical input do we need?
e What are the implications for patient safety

e Risks? Benefits?

CLINICAL REGULATORY
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Clinical Translation at The
Tearney Lab Design Control

WHAT IS IT?
Practices and procedures to assure
the device meets:

e User needs

e Intended uses

e Specified requirements



® Clinical Translation at The
Tearney Lab Design Control

WHY?
. | device design finalized  QUALITY
iterative and continuous documentation complete e SAFETY
review of inputs, prototypes o
& 1x/design e EFFICACY
‘ A :

any change, 1x/device

specific requirements

. return to design review
clinician input



The Clinical Research
Nurse's Role

OK, NOW JUST —

SLEEP NORMALLY...
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https://imgur.com/4ssfn8D
https://ocr.od.nih.eov/btb/btb_program.html



e The Clinical Research
Nurse's Role

The Clinical Research Nurse

Study
management

Care Human

coordination subject

and

et protection
continuity

Non-CRN Nurse

Domains of Clinical Research Nursing Practice

Source: Adapted from NIH (2009).

The CRN Study Management Domain of Practice

ANA, IACRN Scope of Clinical Research Nursing Practice 2016



@ The Clinical Research
N u rse I s ROle “SUCCESSES IN CLINICAL RESEARCH

GREATLY DEPENDS ON EFFECTIVE
COMMUNICATION WITH MEMBERS OF THE
RESEARCH TEAM” (JONES, CROUDASS, &
LEWIS, 2010, P. 23).

e Research translator

e Liaison between research and clinical care

e Educate research team on clinical perspective/logistics
e Fidelity to approved protocol

e Research participant advocate

e Facilitator of teamwork and communication

ANA, IACRN Scope of Clinical Research Nursing Practice 2016
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