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Foundation
The long journey begins in the lab, where scientists spend years testing thousands of ideas. Next, crossing the so-called “Funding Valley of Death” requires the resources and Cure in Mind. Cure in Sight.
time needed to complete clinical trials, testing safety and effectiveness among what could end up being thousands of volunteers. At the end of this steep financial and
scientific climb: Food and Drug Administration approval for a new treatment. Ultimately, it may have taken up to 15 years and more than $1 billion to bring this treatment
to the market.

®
An l ] phlll B attle Imagine leading an expedition where every step is more difficult than the last... A{ : Bl'lghtFOCllS

3 to 6 years 0.5 to 2 yea
Basic Research/Drug Discovery Pre-Clinical/Translational Clinical Trials FDA Review
5,000-10,000 Potential Treatments' 250 Potential Treatments 5 Potential Treatments One? Approved Treatment!

Plaese-} Rhesed Phase-3 i

y s T, & — A =

By the end
of the expedition,
you may have spent up to

nd more than
1 billion to Wring one product
market.

For more information, visit:
brightfocus.org/clinicaltrials

i -—

"Funding Valley of Death"

‘ 20-50 100-500 1,000-5,000
rolunteers volunteers volunteers

(BrightFocus Foundation, 2017)
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Clinical Center

America’s Research Hospital

- EHRWRMEAEIT ST 17 & (Study
Coordinator, SC) - BaIR#EE
(Clinical Coordinator) ~ ERlFEE
(Data Coordinator) = £ 13 1if & (Data
Technician) °

- EIBAEWRTER  EELIRHRE
381758 & (Clinical Research Nurse
Coordinator) ~ B FRa SRz 3 Bl (Clinical
Trial Nurse, CTN) - BRIRHfFIC:EIRRM
(Clinical Research Nurse, CRN)Z 7§ -

(Mullin et al, 1983; Johnson, 1986; Gray, 1995 )
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Guidance for Industry

Investigator Responsibilities —
Protecting the Rights, Safety,
and Welfare of Study Subjects

US. Department of Health and Humnan Services
Food and Drug Admmistratea
Ceater for Drez Evalustion and Research (CDER)
Center for Buologic: Evaluation sad Reswearch (CBER)
Center for Devices and Radiological Health (CDRH)

Procedural
October 2009

The U.S. FDA (2009) has drafted
nonbinding recommendations on
the delegation of clinical research
activities by investigators citing
numerous FDA inspection findings
in which inappropriate delegation
occurred.

Examples of tasks that have been
inappropriately delegated included

e screening evaluations, including
obtaining medical histories and
assessment of inclusion/exclusion
criteria;

* physical examinations;

e evaluation of adverse events;

e assessment of primary endpoints;
e obtaining informed consent

(FDA, 2009)



The FDA also provided guidance on the delegation of
activities by Pls as follows:

— Appropriate delegation is primarily an issue for tasks
considered to be clinical or medical in nature, such as
evaluating study subjects to assess clinical response to an
Investigational therapy (e.g., global assessment scales, vital
signs) or providing medical care to subjects during the
course of the study

— The investigator should ensure that any individual to whom
a task is delegated is qualified by education, training, and
experience (and state licensure where relevant) to perform
the delegated task

— Most clinical/medical tasks require formal medical training
and may also have licensing or certification requirements.
Licensing requirements may vary by jurisdiction (e.g., states,
countries). Investigators should take such
gualifications/licensing requirements into account when

considering delegation of specific tasks.
(FDA, 2009)



“The CRC forms an indispensable part of the trial team -
clinical trials are each complex endeavours and with
multiple studies it is impossible for me to keep track of
everything that is going on.

| find having a good CRC is essential for optimising study
recruitment, maintaining patient motivation and retention
and for ensuring that the data collected are of sufficient
quality to be credible. In short, the CRC can make the
difference between a good study and a great study!”

Professor Nicholas Paton
Department of Medicine

Yong Loo Lin School of Medicine
National University of Singapore

INNOVATION IN CLINICAL RESEARCH FORTHE NATION

s

(SCRI, 2016)



https://www.scri.edu.sg/wp-content/uploads/2016/10/PT-Slides-v2.pdf

%

...... the effective execution of any clinical trial is highly
dependent on the quality of the CRCs on the ground.
And this pertains to all trial related activities from
recruitment to fidelity to protocol to closure.

Good CRCs enhance the quality of a trial. Equally,
poorly trained CRCs can crash a trial however good the
protocol may be........ "

“.....CRCs are the backbone of any clinical trial...."

Professor Pierce Chow
Senior Consultant Surgeon, National Cancer Centre

and Singapore General Hospital

Course Director, Duke-NUS Medical School,
Senior Clinician Investigator, National Medical
Research Council

(SCRI, 2016)
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/1. Feasibility survey

2. Budget development
3. Recruitment plan

4. Timeline

5. IRB submission &
approval

6. Training

7. Order supplies & device
setting

-

~
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| 4. Data collection and

/1. Informed consent \
process

2. Study procedures
3. Subject monitoring(AE)

documentation(CRF,
Query)

5. IRB maintenance
6. Monitor/Audit

RGBS

_ Y,

1 fE st

/1. Patient status follow up N

2. Data clean(respond to
query)

3. Expense close/ balance
account

4. Data analysis, abstract,
presentation and
publication.

5. Archiving
6. Inspection
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 communicates effectively in all areas of practice
* communication styles and methods: caring, respect, listening,
authenticity and trust

* Integrates interdisciplinary team partners in implementation

of the healthcare and research plans LA
. A %,
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* schedule and coordinate of study
procedures

* manage the financial,
device(equipment), timeline, and
personnel resources(back-up)
necessary to conduct a clinical study

Quality Quantity
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e provide direct nursing care and health education

* coordination of patient care and protocol
activities

* based on health conditions to assists the subject
in identifying options for care

* human subject protection
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foundations for ethical conduct: Nuremberg Code (1947), Declaration
of Helsinki (1964), Belmont Report (1979), Federal regulations, ICH-GCP...
Autonomy: informed decision-making, including participant's right to
participate or withdraw

Non- maleficence: identify potential violations of human subject
protections

Beneficence: integrate participant's culture, values, and ethical
considerations

privacy protection: maintaining subject confidentiality and privacy
identify fraud or misconduct, reporting event(PD) to Sponsor and IRB
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* competence is maintained through continuing professional
development

* adaptive to the needs of a changing healthcare environment.

* mentor junior staff(or/and student) as members of the
research team

e provide teaching to research participants and family regarding

study participation, participant’s current clinjcal condition,
Yyp - P P P \i
and/or disease process... _
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FOR LEARNING B FOR LISTENING F FOR LIFE

COMPETENCY FRAMEWORK FOR CLINICAL
RESEARCH PROFESSIONALS

A ~ BB ST 5T HIBE(Scientific Concepts and
Research Design)

B - M2 S EE L 2 FH/EAIAE /I (Ethical and
Participant Safety Considerations)

C - W9% Z mn f 38 B2)A 12 (Investigator products
development and regulation)

D - B{&GCPHN 17z /R0 5% (Clinical Study Operations
[Good Clinical Practice])

E - Wi 9518 #8 S5 7% B 1 48 &= 78 (Study and Site
Management)

F - EREIREFEE(Data Management and Informatics)

G - FEEHHEZEMELE (Leadership and Professionalism)

H » B8 E X 5 F(Communication and Teamwork)

(ACRP, 2014)
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Clinical Center
America’s Research Hospital

2016 2017
Level BEJI(CRC) Level BEJ1(CRN)
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Level SEXHE
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(ACRP, 2016; NIH, 2017)
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Victorian Association of

Research Nurses SIG

2016
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(ANMF, 2016; NHS, 2013)
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SO®CRA

FOR CLIMNICAL RESEARCH EXCELLEMCE
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Quality of .
poor decisions optimal

KR

>

Expert

Proficient  intuition, tacit
i D knowledge
* Big picture o )
Con(?eml?aeltent o Se|f-correct’ ° V|S|0-n What IS
understanding troubleshoot possible
: fei : ffectively and * innovation
Active decision makin €
Rules ’ perceive
reliance deviations

dvanced Beginner . system thinking,

*  Narrow, disjointed address important

view aspect, ignore
«  All problem are equal irrelevant Teach
*  Decisions in standard

Novice situations
* Knowledge hard

¥ available

*  No problem-solving
or reasonable

decision-making

Do

Benner’s Application to Nursing of the
Dreyfus Model of Skill Acquisition

(Benner, 1984)
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Three Stone Cutters

Oh I'm glad you asked-
You see, I'm making a
castle: | visualize every

stone [ cut to be part of
this beautiful castle:-







