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An ( ] phlll B attle Imagine leading an expedition where every step is more difficult than the last... A{ : BrlghtFocus

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

3 to 6 years 6 to 7 years 0.5 to 2 years
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!
Phase 1 Phase 2 Phase 3 ~
N
* * * *
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By the end
of the expedition,
ou may have spent up to

15 years and more than
$1 billion to bring one product

For more information, visit:
brightfocus.org/clinicaltrials

"Funding Valley of Death"

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

(BrightFocus Foundation, 2017)
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America’s Research Hospital
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(Mullin et al, 1983; Johnson, 1986; Gray, 1995 )



The FDA 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)



Guidance for Industry

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

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

Procedural
October 2000

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)
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...... 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........ i

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

a Jo

_1

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

11

(SCRI, 2016)
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/1. Feasibility survey \ /1 Informed consent procesb /1 Patient status follow up \
and subjects recruitment

2. Budget development 2. Data clean(respond to

3 IRB submission & 2. Study procedures query)

approval 3. Subject monitoring(AE) 3. Data analysis

4. Recruitment plan 4. Data Management: data 4. Expense close/ balance
— 5. Training(IM, SIV) — collection and — account

6. Order supplies & device documentation(CRF, Query) 5. Archiving

setting 5.Monitor(source data 6. Inspection

verification)/Audit

6.IRB maintenance

- / - / NS /




CRN#% w5y #
/i-i-;é?m;'r' ’/i_i‘:': 4

B A FenE A BT 0 LB T B A @H:F%PE\F”mTwF%A (R s e
%\ﬁﬁﬁbilvp%ﬁ“ﬁ&?"‘ R R E X iffﬁﬁ

 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

* enhance subject’s adherence

mterprufessfanal.
Collaboration

Viyvnd
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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
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e provide direct nursing care and health education
e coordination of patient care and protocol activities
* based on health conditions to assists the subject in
identifying options for care
* human subject protection —maintain a positive benefit-
risk balance and to protect the rights, safety and
wellbeing of trial participants.
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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
* Beneficence: integrate participant's culture, values, and ethical
considerations
* Non- maleficence: identify potential violations of human subject
protections

e Justice: interpreted as fair, equitable, and appropriate treatment of
persons.
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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

* provide teaching to research participants and family regarding
study participation, participant’s current clinical condition,
and/or disease process... \
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ACRP -

FOR LEARNING B FOR LISTENING B FOR LIFE

COMPETENCY FRAMEWORK FOR CLINICAL
RESEARCH PROFESSIONALS

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

B - IR MSEE L T RHERIAE S (Ethical and
Participant Safety Considerations)

C - Wf9% 2 o 38 B2)A 12 (Investigator products
development and regulation)

D - Z1EGCPH 1Tz /K&l &2 (Clinical Study Operations
[Good Clinical Practice])

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

F - EREIREFEF(Data Management and Informatics)

G - FEEHHEZEMELE (Leadership and Professionalism)

H - & B EAE X S E(Communication and Teamwork)

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

2016 2017
Level BEJI(CRC) Level BEJ1(CRN)
Entry + BREAAMEEI CRN| |- TEAMSBRAICRNIEE TRt
Level iif - MITEFES 2R w= A BB B (TEERR
P CRN 11 o Ol Y7 AT LR HIER
Intermediate |« EIHITEF ;ﬁﬁﬁﬁg%giifﬁ%g)\
Level - MAREERETH - B
° -:LE‘EE'EEEH h N=] N s, =~

ij;”ﬁjzﬁ;tﬁagl\} TR CRN I |+ GEE"EF(competent) ] =

— =" (expert) IR 855 7]
Senior « XIE - 15E - AR - ERIRIEEZED
Level B E

- FHEMRURE  RERE
Fr - THEEE

(ACRP, 2016; NIH, 2017)



& B e ) 5 8 B (4/4)

Victorian Association of

Research Nurses SIG

2016

Level

AEJJ(CRN)

National Institute for m

YEA
Health Research ?;.L“z

Level

RESEABEE
FEEEENEE
Rt E S EERE
SZHRRABIOEERSE -

Level
1

= PS*’!\’!‘

Eﬂ%ﬁ$ﬂh%;ﬂﬁ—#

T7J7J I:H nit %AI\ ) $ﬂ, *E nit :%AE /E E}J

Level
i

EEEEEEST
IRIR S Ao A 18

Level
AV

QEIORES Y = [N

BRAMERTRS
EAH fth A8 F‘ﬁﬁBF'ﬁE*AVE
AEEESEEMGENER -

2013
Level BE/1(CRN)
Level | BENEESHIIREE -
Level Il FENREREEE -
Level 111 BEEKRETE  REEE
DB REEE -
Level IV 17BN ~ BllAREABE B Ath A

(ANMF, 2016; NHS, 2013)
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The COVID-19 pandemic

is the biggest challenge
the world has faced since

(Antonio Guterres, Apr2020)

Healthcare resources were

redirected on the response to the

public health emergency

COVID-19 outbreak was
associated with a decrease In
new clinical trial activations

Social distancing measures

Issued by local governments

Patients safety concerns:

— Certain underlying medical
conditions increased risk for severe
COVID-19 illness in adult.

— Age Is the strongest risk factor for
severe Covid-19 outcome.
(CDC, 2022)
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= F] Avwide variety of alternative approaches in clinical trials were implemented during the pandemic, with the most common
m

being remote monitoring, video visits, phone visits, eConsent, and electronic health records (EHR). While many of these

% v/ 1 ;i i:!f 4 ‘: approaches have been around for several years, the COVID-19 pandemic served as a catalyst for adoption.
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