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» - BSc. Pharmacy, Kaohsiung Medical University (2013)
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Priorities: getting immediate results,

taking action, challenging self Active

and others Fast-paced
Assertive

Motivated by: power and authority, :
Dynamic

competition, winning, success Bold

Fears: loss of control, being taken
-advantage of, vulnerability

‘You will notice: self-confidence,
directness,

forcefulness,
risk-taking
Limitations: lack of concemn
for others, impatience,
insensitivity
i
Questioning Accepting .
Logic-focused People-focused =
Objective Empathizing
Skeptical Receptive
Challenging Agreeable

Priorities: ensuring accuracy,
maintaining stability,
challenging assumptions

Motivated by: opportunities to use
expertise or gain knowledge, attention
to quality

Fears: criticism, slipshod methods,
being wrong
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. i Thoughtful
You will n?l;;;r:a:lu?:{ analysis, Mo deg;je -paced
m
Limitations: overly critical, Methodical
tendency to overanalyze, Careful
isolates self
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CONSCIENTIOUSNESS

R&f\BenQ http://joiningbenqg.blogspot.com/2013/11/disc_8.html



http://joiningbenq.blogspot.com/2013/11/disc_8.html

Novotech: Australia’s Largest
Independent CRO

® | argest full-service Australian based CRO
® FEstablished in 1996 with head office in Sydney

® Currently 14 offices in 12 countries through-out ANZ, Asia and South
Africa

® On-the-ground operations in Australia, New Zealand, India, South Korea, Taiwan,
Thailand, Malaysia and Singapore, the Philippines, Hong Kong, South Africa and
ina.

®»/ Approx. 270 full-time employees

anaged APAC component of pivotal trials for multiple FDA, EMA
egistered products since 2001

Access to over 3.4 billion people in increasingly important consumer
markets

Extensive therapeutic area experience
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Laboratory tests
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Research protocol
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CLINICAL RESEARCH FINAL DATA
ANALYSIS

PROOF EFFICACY
OF CONCEPT & SAFETY

Comparison of
ﬁ new drug to
: nglsll::ﬂherapv
- Testing of
— benifical effects
.
Conducted in
Assessment of and undesireable multiple locations
drug/therapy effects throughout the
world
N tittefeteiereted
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Biostatical
analysis

Determine medically
compelling and
statistically
significant results

QR How clinical research works https://www.progr.com/resources-clinical-research/#

New therapy shown
to be safe and effective

Iﬂl

Approval by medical
authorities

1/ 28

Continuing testing

Therapy/drug is
continuously tested
for efficacy and safety


https://www.proqr.com/resources-clinical-research/

Clinical Trial Process

Phase | ~ Ill study;
Phase IV study (Post-marketing)
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CRA (Clinical Research Associate)

o . . Developing country/site ICF

10 CTA (Cl”’“CGI T”Gl ASSISTOHT) DocumZntgsTranslg'{ion

Vendor management

Study materials managements

Clinical Trial Agreement negotiation..., etc

Sponsor/CRO
Feasibility ﬂ
IRB/EC and RA approvals
Study Site . ﬁ
CRA
Study Protocol Patient Recruitment New Drug Application (NDA)

TT IRB/EC and RA approvals
= | |
IRB/EC and RA approvals L-___J
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CTA Job Description

®» Vendor management, liaison, payment management and fracking
® Planning and fracking of Investigator site finances and invoicing

®» Responsible for site initiation, set up and maintenance of systems to track
study progress, materials and documentation

In collaboration with the study CRAs, manage the collection & tfracking of
lal documents centrally.

Cotordinate and manage distribution of study materials to clinical sites

esponsible for tracking the transfer of study materials, data and
documents

Provide in-house support to the study CRAS & PMs

Assist with agenda and be responsible for minute writing and distribution
for project team meetings

Lead organisation of Investigator Meetings including venue and vendor
selection



CRA Job Description

» Monitoring of investigational sites as per ICH GCP §5.18 (Monitoring) and
the Clinical Monitoring Plan for each study.

» Provide written and verbal site updates (including monitoring visit reports)
on study progress to the PM according to the study requirements/timelines
as documented in the Clinical Monitoring Plan and Sponsor/CRO SOPs.

®» Demonstrate a thorough understanding of ICH GCP, The Declaration of
Helsinki, and any local guidelines as they apply to investigator, sponsor,
monitgr, and IEC.

rstand the requirements of applicable local regulatory requirements,
a working knowledge of international regulations as relevant to
specific clinical trials.

collaboration with the PM, co-ordinate the services of sub-contractors to
ensure the study is adequately supported, i.e. central laboratory, drug
distributors, IVRS/IWRS providers efc.

Assist the PM with the development of protocols, CRFs, monitoring
guidelines, study specific forms and local process, as per the needs of the
tudy.



Visits performed by CRA

FEASIBILITY SELECTION INITIATION MONITORING  CLOSE-OUT
Past experience * |CH GCP/ IRB& EC/ Protocol compliance
Enrollment capabilities * Data review and tracking
Study team members * Documents management

Site information



ICH GCP

International Council for Harmonisation of Technical Requirements for
Pharmaceuticals for Human Use (ICH)

» Bringing together the regulatory authorities and pharmaceutical
industry to discuss scientific and technical aspects of drug
reqistration

®» To achieve greater harmonisation worldwide to ensure that safe,
effective, and high quality medicines are developed and
registered in the most resource-efficient manner

miZ B R iR FREE (GCP, E6)
uidance for Industry: Good Clinical Practice
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Career Path

1~3 years 2~4 or 5 years

/ Y Y

‘ CTA/ CRA | \ ‘ CRA 11/l \ ‘ Senior CRA \

e Associate Project Management (APM) / Project Manager (PM)
e Clinical Operation Lead / Clinical Trial Manger

People Management

e Clinical Trial Leader
e Clinical Research Manager

Ofthers: Quality Assurance, Data Management, Medical Writing, Biostatistics.
Pharmacovigilance..., etc.
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Thank you

this presentation has been prepared by the Novotech Group of companies and is protected by copyright. The information about our services is © Novofech 20 ] 8
re and should not be considered as specific to your requirements. You may not distribute this information to any other parties and you agree to
tion provided to you confidential.



