CSimu- Max Pre- - o W , L
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interpre- ~~ ence: tration )

tation 200 only

Symposium on
slobalization of wh= = . ..

on Subway Line
6 : Marunouchi Line
& Oh-ado Line

5/ Feb/24 10007 1230

i Open 9:30 * Free Admission
Tetsumon Hall (14F, Experimental Research Bldg.,
~ Faculty of M dlcme the Umversﬂ:yzﬁﬁ‘of Tokyo)

10:00-10:20 Evaluation of E-learning (UMIN) for training on clinical research and trial
Dr. Daisuke Koide, R.Ph.,HIM,Ph.D. (Associ. Prof, the Univ. of Tokyo Hospital)

10:20-11:00 Global Investigator Training Efficiency based on PharmaTrain’s CLIC Concept
Dr. Ingrid Klingmann, MD, PhD (President, PharmaTrain Federation )

11:00-11:40 Enhancing Investigator Training Through Blended Learning Methodology
Prof. Jean-Marie Boeynaems MD, PhD (Director, Erasme academic Hospital)

11:40-12:00 Launching ICT in education from the Clinical Research Support Center

Dr.Akiko Kishi Svensson, MD,Ph.D (Assist. Prof. the Univ. of Tokyo Hospital)
12:00-12:30 Discussion

Send the following information to crip-secretary@umin.ac.jp (No later than Feb. 20}
Name, Organization, Phone number, Email address.
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Group A v Group B -

Group C Group D

{Withot {GCRC-only  {CPlonly  {CPI+CCRC
Cecatien) Certification) Cemiﬁcaﬁn) Certifications)

o fs@#g L ‘ # 3‘331&' S,Qmmwmmfmﬁﬂé .

Studenyivsier
Respanss to question Chinieian casessohar Researcher  Total

Have sead Decharation of Helenki'® % (59%) 15 (41%} 13048%; ST 4T

Have read Notiona! staterment on sthicel coaductin 2{56%) 20(75%) 20 (B6%)
human rssearch™

Have read Austraban code for the respanaible 20{36%) 13133%) 13 83%)  S2{43%)
conduct of rsearch

Claim to understang good cinical resenrch ptastice 34 18285 21 i%4%) 275 TEEIN)
csat

Clai to understand wfonmed consent 38 {21%) 7 89%) 2B} FOWH

Claiw to undersland conticential Sata siorage 2 (B5%) 2045%) WY TEBTR)

Clatm 10 uncersland Sernus HIVETE Bvents and 26 (47%) B21%) 13648%) 47 (39%)
thest reporting requirements
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PharmaTrain

Improving investigators training
by blended learning methodology

Jean-Marie Boeynaems

. Hopital
Erasme

—————

The need to improve clinical investigators
training : multiple initiatives
* Importance and diversity of e learning

PHARMATRAIN eCLIC and other e
learning tools

» Optimal design of e learning
A timely topic : MOOCs

L]

The need to improve clinical
investigators training : multiple
initiatives

Multiple initiatives and documents

» Statement of clinical investigator competence,
APPI Consensus Statement, Monitor, August
2011: 79-82

+ CSIS (July 2013): 44 strategic measures to
enhance health industries in France ... including
setting up training sessions on clinical research
for healthcare professionals

» CLIC initiative of the IMI (Innovative Medicines
Initiative) project PharmaTrain

« TransCelerate BIOPHARMA

« OECD-WHO working group on « Global core
competencies for clinical trials »

IMI PharmaTrain

IMI (Innovative Medicines Initiative) : a public-private
partnership between EU Commissision and EFPIA
companies to foster medicines development in Europe.
PharmaTrain was one project focused on training in
Medicines Development Sciences/Pharmaceutical
Medicine.

Goal : developing and implementing common standards in
order to improve quality.

Also creation of new tools, especially e-learning modules.
The IMI project has ended in 2014 and PharmaTrain is
now a permanent not-for-profit organisation.

Soaustfave by
PHARIAACOLOGY

SRVEW ARTRIE
spuses e

A EBuropean approach to clinical nvestigator training

Pan-Alsvia Soepmanms' e, Cindy Caniver’, Anthoey Chea', Marp J, Clarke, mmc«ew'
Z4they Dpmver”

Damoaes’, MD‘M Hﬂmm‘ ForeSitand Hawt®,
=, binsteh Kiseth
e Fhormo Keasheotutil™, Purre Latclin™, Mz.-ae" Dotiat thasa®, eumx-p.uﬂ o,
", Ammel Seoc ﬂsglﬂ}d

Position Paper
A European Approach to Clinical Investigator
Training

S

http://journal.frontiersin.org/Journal/10.3389/fphar.2013.00112/abstract
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Importance and diversity of e
learning

Advantages of e learning as
compared to face-to-face

» Pure e learning :
— No need to travel : ! travel budget cuts in the
biopharma industry.
— No schedule constraint : during the week-end
at home...
» Blended learning :

- Students visit an introductory e module before
the face-to-face session — less theory and
more case studies/ interactions.

» E learning is obviously ideal for busy people like
clinical investigators!

Different types of e learning

« From e books and self-learning to virtual
classes

» Some e learning courses can be started at
any time, wheras others take place
according to a defined schedule

« Various degrees of interaction (self-
assessments, learning activities, role of
instructors, discussion forum)

» Different degrees of blending with face-to-
face sessions

PHARMATRAIN eCLIC and
other e learning tools

E learning in PharmaTrain

- Objective : development of « blended learning ».

*» Basic concept : students visit an introductory e
module before the face-to-face session — less
theory and more case studies/ interactions.

+ Collaboration between :

- Pharma companies who provided internal resources
(UCB, Pfizer, Amgen...)

— E learning producers (Hibernia College, ScienceMedia,

HSeT Foundation).

PharmaTrain e library (1)

9 modules on the drug development process
* Introduction fo drug devslopment

+ How to get if right — The scientific basis of
formulating dose-response

» Infroduction io ethical issues in clinical
ressarch

* Introduction 1o Good Clinical practice

o Introduction to the registration of medicinal
products

+ Introduction o health economics

» Full development of a monocional antibody

» Parkinson’s discase

o Asthma and COPD
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PharmaTrain e library (I1)

« A course for clinical investigators and their L : oo,
teams : CLIC

* The PharmaTrain e library is accessible
following free of charge registration at :
www.pharmatrain.eu

i e ks i e

hﬁp:/lclfc,bio-ni ch/cms/Default.aspx

CLIC versus other e learning
courses for clinical investigators

Several courses are available. They differ

inter alia by their length :

* Brookwood academy : =+ 2.5 hours

» Zenosis : = 3 hours

» CITl Program (University of Miami) : 4-6 hours
+ Online GCP (Infonetica) : = 6 hours

» eCLIC (HSeT, PharmaTrain) : 16 hours and
more

Optimal design of e learning

Issues in the design of e learning
courses

* The emerging format combines : « Ease of navigation through a module

— Slide summarising the content - Images and figures: true added value?

— Voice recording providing additional details .
and explanaﬁo%,sp g Interactivity tools : drag and drop...

— Possibility to print a transcript of the voice * Importance of videos of the lecturer?
recording. IT technical requirements
» Surveys among students show that they
differ in their preferences : looking at the
screen or listening to a podcast or printing
and reading a paper transcript.

Design of e learning courses
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